NLWJC - Kagan
DPC - Box 028 - Folder 021

Health - Grijalva [2]



Withdrawal/Redaction Sheet
Clinton Library

DOCUMENT NO. SUBJECT/TITLE DATE RESTRICTION
ANDTYPE
001. paper Legal brief re: government action and due process (5 pages) 02/09/1999  P5
002a. fax Coversheet from Seth Wasman to Dan Marcus re: 9th Circuit 02/09/1999  P5

decision (1 page)
002b. paper Legal brief re; 9th Circuit decision (5 pages) 02/09/1999 PS5
COLLECTION:

Clinton Presidential Records
Domestic Policy Council
Elena Kagan

OA/Box Number: 14363

FOLDER TITLE:
Heatlth - Grijalva [2]

2009-1006-F
ke658

RESTRICTION CODES

Presidential Records Act - [44 U.S.C. 2204(a)]

P1 National Security Classified Information [(a){1) of the PRA]

P2 Relating to the appointment to Federal office [(a}(2) of the PRA]

P3 Release would violate a Federal statute [(a)3) of the PRA]

P4 Release would disclose trade secrets or confidential commercial or
financial information [(a}4) of the PRA]

P5 Release would disclose confidential advice between the President
and his advisors, or between such advisors [a)(5) of the PRA]

P6 Release would constitute a clearly unwarranted invasion of
personal privacy [(a)(6) of the PRA]

€. Closed in accordance with restrictions contained in donor's deed
of gift.
PRM . Personal record misfile defined in accordance with 44 U.S.C,
2201(3).
RR. Document will be reviewed upon request.

Freedom of Information Act - {5 U.S.C. 552(b)]

b(1) National security classified information [(b)}1) of the FOIA]

b(2) Release would disclose internal personnel rules and practices of
an agency [(b)(2) of the FOIA]

b(3) Release would violate a Federal statute [(b)}(3) of the FOIA]

b(4) Release would disclose trade secrets or confidential or financial
information [(bX4) of the FOIA]

b(6) Release would constitute a clearly unwarranted invasion of
personal privacy |(b){6) of the FOIA]

b(T) Release would disclose information compiled for law enforcement
purposes {(b)(7) of the FOIA]

b(8) Release would disclose information concerning the regulation of
financial institutions [(b)(8) of the FOIA]

b(9) Release would disclose geological or geophysical information
concerning wells {(b)(9) of the FOIA]



02/08/99 18:52 202 514 976y LUsusuuy

YA VUL, VA

'R " I‘}GN—\\HA -Ov.;l“Dw"

&)

In the Supreme Court of the nited States
OCTOBER TERY, 1998
DONNA E. SHALALA, SECRETARY OF HEALTH
AND HUMAN SERVICES, PETITIONER
.

GREGORIA GRIJALVA, ET AL,

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

PETITION FOR A WRIT OF CERTIORARI

SETE P. WAXMAN

Solicitor General
Counsel of Record
Department of Justice
. Washington, D.C. £0580-0001
HARRIET S. RABRB (208) 514-2217
General Counsel _
Department of Health and
Human Services

Washington, D.C. 20201




02/09/99

1852 6202 514 9_789 . USG/D0J . . W VUL VA

In the Supreme Court of the United Stateg
OCTOBER TERM, 1998

No.

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

.

GREGORIA GRIJALVA, ET AL.

ON PETITION FOR A WRIT OF CERTIQORAR]
TO THE UNITED STATES COURT OF APPEALS
FORTHE NINTH CIRCUIT

PETITION FOR A WRIT OF CERTIORARI

The Solicitor General, on bebalf of Donna E. Shalala,
Secretary of Health and Human Services, respectfully peti-
tions for s writ of certiorari to review the judgment of the
United States Court of Appeals for the Ninth Circuit in this
case.

OPINIONS BELOW

The opinion of the court of appeals (App. 1a-21a) is re-
ported at 152 F.3d 1116. The opinion of the district court
(App. 24a-58a) is reported at 946 F. Supp. 747.

JURISDICTION

The judgment of the court of appeals was entered on

August 12, 1998. A petition for rehearing was denied on

November 12, 1998. App. 22a-28a. The jurisdiction of this
Court is invoked under 28 U.S.C. 1254(1).

(1)
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STATUTORY AND REGULATORY
PROVISIONS INVOLVED

Relevant portions of the Medicare Act, as it existed when
the distriet court ruled, 42 U.S.C. 1395mm, are reproduced in
the Appendix to this petition, see App. 1022-109a, as are
relevant provigions of the Balanced Budget Act of 1997, Pub.
L. No. 105-38, §§ 40014002, 111 Stat. 276-830, see App. 70a-
101a. Relevant portions of the Secretary’s regulations
implementing 42 U.S.C. 1335mm(g), as they existed at the
time the district court ruled, 42 C.F.R. 417.608-417.638
(1996), are likewise set out in the Appendix, see App. 140a-
1493, as are relevant provisions of the Secretary’s crrrent
regulations, 63 Fed. Reg. 34,968 (1998), see App. 1105-139a.

STATEMENT

1. The Medicare program, established under Title XVIII
of the Social Security Act, 42 US.C. 1395 et seq., pays for
covered medical care for eligible aged and disabled persons.
Oripinally, Medicare operated exclugively in a manner
similar to fee-for-service medical insurance. Under such
arrangements, the beneficiary first obtains needed medical
care. The beneficiary or his healthcare provider then sub-
mits a claim for reimbursement to the Medicare program.
Claims are then reviewed by processing agents known as
“fiseal intermediaries” or “carriers”—private companies that
act under contract as the Secretary’s fiscal agent to evaluate
claims and determine whether payment is authorized by the
Medieare statute. Where the fiscal intermediary or carrier
approves the claim, it is paid by the federal government out
of the Medicare Trust Funds in the Treasury. See generally

- Regions Hosp. v. Shalala, 118 B. Ct. 909, 912 (1998); Sch-

wetker v. McClure, 456 U.S. 188 (1982).

a. In 1982, Congress added a provision to the Medicare
Act to permit beneficiaries to obtain covered services in a
fundamentally different way—by enrolling in private
healtheare plans like health maintenance organizations

Wuvasvel
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(HMOs). See Pub. L. No. 97-248, § 114(a), 96 Stat. 341,
codified at 42 U.S.C. 1395mm. (Section 1395mm(g) has now
been superseded by new Medicare Part C, as discussed in
greater detail below.) Because HMOs often operate
efficiently and can obtain discounts for medical services
from participating providers, they frequently can offer their
enrollees 2 more comprehensive package of serviees—
including extras like dental care—at the same or lower cost
than the fee-for-services model.

To give Medicare beneficiaries the option of enrolling in
HMOs at government expense, Section 1395mm authorized
the Secretary to enter into two types of contracts with
qualified HMOs. First, the Seeretary could enter into a cost-
based contract, under which Medicare reimbursed the
HMO’s reasonable costs (based on submitted reports) for
services actually rendered to any Medicare beneficiary
enrolled with the HMO. See 42 U.S.C. 1395mm(h); 42 C.F.R.
417.530-417.576 (1996). Second, the Secretary could enter
into “risk-sharing” contracts, under which the HMO was
paid a fixed monthly payment for each Medicare beneficiary
who chose to enroll with the HMO; in return, the HMO was
required to provide each enrollee with the full range of
services covered by Medicare. 42 U.S.C. 1395mm(g). Under
such risk-sharing contracts, the HMO bore the risks of
increased patient needs, as Medicare did not adjust its
monthly payments based on services actually used. Thus,
such econtracts were similar to HMO coverage purchased by
individuals or by employers for their employees, as the HMO
(and not the purchaser of the coverage) bore all costs
associated with providing appropriate medical care. This
case concerns only patients enrolled in risk-sharing HMOs,
ie., HMOs that entered into contracts pursuant to 42 U.S.C.

Under 42 U.S.C. 1395mm, HMOs were required to pro-
vide “meaningful procedures for hearing and resolving
grievances” between themselves and enrolled members.

T

USRIV RVE Y
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42 US.C. 1395mm(e)(5)(A). Under the HHS regulations
implementing Section 1395mm(c)(5)(A) that were before the
district court, HMOs denying requests for medical services
were required to notify beneficiaries of such decisions, give
the reasons for denial, and notify beneficiaries of the right to
ask the HMO to reconsider the decision 42 CF.R. 417.608
(1996). HMOs, however, had 60 days in which to issue such
decisions, ibid., as well 60 days in which to resolve
reconsideration requests, id. § 417.620. Neither the statute
nor the regulations provided an expedited decision mecha-
nism for cases involving urgent medical needs. And neither
the statute nor the regulations addressed the qualifications
of HMO decisionmakers. HMO enrollees dissatisfied with
adverse HMO decisions, however, could obtain reconsidera-
tion review by the HMO and the Secretary or her agents, id.
§§ 417.614-417.626 (1996), and, subject to certain amount-in-
controversy requirements, a hearing before an Administra-
tive Law Judge (ALJ) in the Department of Health and
Human Services (EHS), followed by appeal to the Depart-
menta! Appeals Board (DAB) and judicial review. See 42
U.S.C. 1395mm(c)(5)(B); 42 C.F.R. 417.630-417.636 (1996).
The HMO was required to be made a party to any hearing
before an ALJ, and the HMO, if aggrieved by the ALJs
decision, also could seek review by the DAB and judicial
review, 42 C.F.R. 417.632(c}(2), 417.634, 417.636 (1986).

2. Respondents have been certified as the named rep-
resentatives of a nationwide class of Medicare-eligible in-
dividuals who enrolled in risk-based EMOs under Section
1395mm(g). See Order of July 18, 1995, C.A. E.R. 36; App.
25a n.1. They alleged that the HMOs were not providing
adequate notice and appeal rights with respect to decisions
to reduce or deny services. More effective procedures, they
asserted, were required by Section 1395mm(c)(5)(A). They
further claimed that initial HMO decisions constituted “state
action” affecting constitutionally-protected property in-
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terests, and that HMO decisions did not comport with the
Due Process Clause.

a The parties filed cross-motions for summary judg-
ment, and the district partially granted respondents’ motion,
while denying the Secretary’s motion. App. 24a-58a. The
challenged HMO decisions, the court conclnded, are properly
attributable to the federal government, and HMO decisional
processes therefore must comport with the Due Process
Clause. Id. at 29a-34a. The court further held that the
decisicnmaking procedures then in effect did not afford
respondents the process that was due under Mathews v.
Eldridge, 424 U.S. 319 (1976). Among other things, the
district court faulted the notices of decision issued by HMOs
as difficult to understand, see App. 46a-50a, and criticized
the time used to resolve urgent requests, id. at 43a-45a, 5la.

On March 8, 1997, the distriet eourt entered a mandatory
injunction that imposed detailed new notice and hearing
requirements. App. 59a-64a. Among other things, the
injunction commands the Secretary to require that HMOs
provide (in all but “exceptional circumstances”) & written
notice of any decision that denies, terminsates or reduces
services or treatment within “five working days” of an oral
or written request for that care—without regard to whether
the beneficiary would be sdversely affected if the HMO took
longer to resolve the matter. Id. at 60a. If the beneficiary
seeks reconsideration of the decision, and the request is
urgent, the HMO must issue a reconsideration decision
within three working days. Id. at 62a. (The injunction pro-
vides no deadline for resolution of non-urgenit recon-
sideration requests.) And where “acute care services” are at
issue, the AMQ must provide & hearing before denying the
request; it may not discontinue such services until after the
initial decision and the reconsideration process is completed.
Id. at 63a. Any notice informing a beneficiary of any such
decision, moreover, must be printed in 12-point type, specify

J——
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the basis for the decision, and advise the benefidary of his
appeal rights. Id. at 60a-61a.

The injunction further requires the Secretary to monitor
and investigate compliance with all requirements, and bars
the Secretary from contracting with, or renewing a contract
with, any HMO that does not comply substantially with the
notice and hearing requirements. App. 63a. The order
specifies that the district court will retain jurisdiction over
the case for a three-year period, and permits respondents to
return to the court for additional relief if the order does not
redress their claimed injuries. Id. at 64a

b. The Secretary moved the district court to stay its
injunction pending appeal, and the district court granted the
motion. App. 65a-69a. In seeking the stay, the Seeretary
pointed out that on April 80, 1997—just after the district
court entered its injunction—the Secretary had issued new
HMO regulations in interim final form. See 62 Fed. Reg.
28,368 (1997). The Secretary noted that those regulations
made several significant changes in notice and appeal
procedures. Among other things, the revised regulations
provided a new procedure for expedited review in urgent
cases: Although HMOs would have 60 days within which to
make ordinary determinations, they would have only 72
hours to make decisions where delay could seriously jeo-
pardize the beneficiary’s life, health, or functioning. See id.
at 28,370-23,371; see also id. at 23,375 (adding 42 C.F.R.
417.608, 417.609). The district court concluded ‘that a stay
wus warranted, reasoning that “the hardships faced by the
Plaintiffs outweigh those of the Defendant, but that the
entire case may become largely moot if the Secretary’s
attestations regarding rule changes * * * are implemented
without delay.” App. 68a.

3. The Secretary appealed the district court’s March 3,
1997 Order. While the appeal was pending, Congress (on
August 5, 1997) overhauled Medicare’s statutory structure
with respect to HMOs as part of the Balanced Budget Act of

By UUa vl
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1997 (BBA), Pub. L. No. 105-33, §§ 4001-4002, 111 Stat. 275-
830. See App. 70a-101a (reproducing relevant portions).

a. To replace Section 1395mm(g), the BBA creates new
Part C of the Medicare Act and establiches the “Medicare+
Choice” program. “Medicare+Choice” is designed to offer
beneficiaries 8 widely expanded choice of alternatives to
traditional fee-for-service Medicare, Those options include
participation in HMOs and other private managed-care and
fee-for-service plans at government expense, and a new
medical savings account option. See 111 Stat. 276 (Section
1851(a)(2), to be codified at 42 U.S.C. 1395w-21(a)(2)); H.R.
Conf. Rep. No. 217, 105th Cong., 1st Segs. 585 (1997). The
new law directs the Secretary to implement the Medicare+
Choice program by establishing a process through which
Medicare beneficiaries can, at their option, have the
Secretary acquire coverage for them through participating
private healthcare organizations in place of original fees-for-
services Medicare. 111 Stat. 278 (Section 1851(c)(1), to be
codified at 42 U.S.C. 1395w-21(c)(1)). HMOs may not accept
Medicare beneficiaries as enrollees and may not receive
payments under the program absent a valid “Medicare+
Choice” contract with the Secretary. See 111 Stat, 319
(Section 1857(a), to be codifted at 42 U.S.C. 1395w-27(a)).

Part C provides an enbanced statutory framework—an
entire Section entitled “Benefits and Benefidary
Protections”—to govern such issues as quality assurance,
disputes over treatment, grievances and appeals. See 111
Stat. 293 (Section 1852(g), to be codified at 42 U.S.C. 1895w-
22(g)). As before, HMOs must in the first instance
determine for themselves whether they believe that 2
requested treatment is appropriate (just as they would with
respect to non-Medicare enrollees). But, as & condition of
participation, HMOs must provide Medicare enrollees with a
prompt, clear, and understandable statement concerning
adverse decisions. 111 Stat. 293 (Section 1852(g)(1), to be
codified at 42 U.S.C. 1395w-22(g)}(1)). As before, an enrollee
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dissatisfied with such a decision may seek reconsideration.
But, unlike the statute before the district court, which did
not prescribe a deadline for recongideration decisions, the
new statute requires HMOs to issue reconsideration
decisions within 60 days (or earlier if the Secretary so
directs). 111 Stat. 293 (Section 1852(g)}(2)(A), to be codified
at 42 U.S.C. 1395w-22¢(2)(A)). Moreover, unlike the statute
and regulations that were the subject of the district court’s
decigion, the new statute contains expedition provisions that
require HMOs to issue decisions “not later than 72 hours
[after] receipt of the request for the determination or
reconsideration” in urgent cases. 111 Stat. 294 (Section
1852(g}3)(B), to be codified at 42 U.S.C. 1395w-22(g)(3)(B)).

Unlike the prior statute and regulations, the new statute
also addresses the qualifications of the HMO reconsideration
decisionmaker. In particular, where the basis for the initial
decision to reduce or deny services is lack of medical
necessity, the reconsideration decision must be made by an
HMO physician with “appropriate expertise in the [relevant]
field of medicine.” 111 Stat. 293 (Section 1852(¢)(2)(B), to be
codified at 42 U.8.C. 1395w-22(g)(2)(B)). In addition, the
physician addressing the reconsideration request may not be
the same physician who made the initial decision. Jid.

All private HMO reconsideration decisions denying or
reducing services are subject to review by a neutral, inde-
pendent entity selected by the Secretary. 111 Stat. 294
(Section 1852(g){4), to be codified at 42 U.S.C. 1395w-
22(g)(4)). Any enrollee (but not an HMO) dissatisfied with
the result of the determination .of the independent entity
may seek a hearing before an ALJ in HHS if the amount in
controversy exceeds $100, and the HMO becomes a party to
any such hearing. 111 Stat. 294 (Section 1852(g)(5), to be
codified ot 42 U.S.C. 1395w-22(g)}(5)). ALJ decisions are
subject to review by the DAB and, if the amount remaining
in controversy after administrative review exceeds $1000,

e W AW W &
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either the HMO or the benefidary may (if aggrieved) seek
judicial review of the agency’s decision. Ihid.

New Medicare Part C also provides the Secretary with
substantial enforcement authority, including the ability to
impose monetary penslties and to terminate contracts with
HMOs that fail to comply with statutory or regulatory
requirements. See 111 Stat. 823-325 (Section 1857(g) and (h),
to be codified at 42 U.8.C. 1395w-27(g) and (h)). The new
procedures also provide the Becretary with substantial
flexibility. Although the district court and the court of
appeals read Section 1395mm(c) as barring the Secretary
from contracting {or renewing a contract) with any HMO
that failed substantially to comply with Medicare require-
ments, see App. 19a-20a, 54a (citing 42 U.S.C. 1395mm(e)),
the new law omits the language upon which those courts
relied and does not otherwise provide that termination is a
mandatory consequence of non-compliance.!

Finally, the new law eliminates the Secretary’s authority
to renew risk-sharing contracts under Section 1395mm(g)—
the principal statutory provision at issue in the district
court—as of January 1, 1999. 111 Stat. 328 (amending Sec-
tion 1876 by adding new subsection (k)(1), to be codified at 42
U.S.C. 1395mm(k)(1))? We have beer informed by HHS

1  Section 1395mm(eX(1) provided that “{tjhe Secretary may not enter
into a contract under this section with an eligible organization unless it
meets the requirements of this subsection ” {emphasis added). The new
law merely provides that the Secretary’s contracts with healtheare
erganizations under the Medieare+Choice program “shall provide that the
organization sgrees to comply with the applicable requirements and
standarda of [Part C] and the terms and conditions of payment as provided
for in [Part C]” 111 Stat 319 (Section 1857(s), to be codified at 42 US.C.
1395w-27(a)).

2 New subsection (k)(1) states that, “on or after the date standards
for Medicare+Choice organizations and plans are first established * = ¢,
the Secretary shall not enter into any risk-sharing contract under this
section,” and further provides that “for any contract year beginning on or

o Y e v B
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that all risk-sharing contracts entered into under Seetion
1395mm(g) expired effective December 31, 1998, and that no
guch contracts were renewed for 1999.°

b. On June 26, 1998—while the appeal to the Ninth
Circuit was still pending—the Secretary issued interim
final regulations implementing the new Medicare Part C
Medicare+Choice program. See 63 Fed. Reg. at 34,968 (rele-
vant portions reproduced at App. 1102-139a). The reg-
ulations became applicable on January 1, 1899, at the
beginning of the initial contracting cyele for Medicare+
Choice HMOs. See 63 Fed. Reg. at 34,968, 34,969, 84,976,
52,610.

Building on new Medicare Part C’s enhanced statutory
protections for Medicare beneficiaries, the Secretary’s regu-
lations require participating HMOs to issue prompt and
understandable initial decisions and reconsideration de-
cisions. While the BBA provides no statutory deadline for
initial HMO decisions, and the Section 1395mm regulations
before the district court allowed delays of up to 60 days, the
Secretary’s new regulations require HMOs to make initial
decisions in non-urgent cases “as expeditiously as the
[beneficiary’s] heaith condition requires, but no later than 14
calendar days after the date the organization receives the
request.” 63 Fed. Reg. at 35,108 (adding 42 CF.R.
422 568(a)). While the BBA (like the regulations before the
district court) sets 60 days as the maximum time limit for
resolution of ordinary reconsideration requests, the Secre-
tary’s new regulations now require that such decisions be

after January 1, 1999, the Secretary ehall not renew any such contract.”
111 Stat 328 (to be codified at 42 U.S.C. 1385mm(kX1)).

%8 We have been informed by HHS that it granted a temporary
extension of a Seetion 1395mm(g) contract with & New Jersey HMO that
became inzolvent and is cwrrently being operated by the State. The
temporary extension—which proved necessary to permit 2 transition of
enrolleea to new, qualifying Medicare+Choice plans or treditional fee-for-
service Medicare—will not extend beyond February 28, 1999.
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made within 30 days in non-urgent cases. Id. at 85,110
(adding 42 C.F.R. 422.590(a)(2)). Finally, all HMO notices
informing enrollees of denials of requested services must,
among other things, state “the specific reasons for the denial
in understandable language,” and inform enrollees of their
reconsideration and appeal rights. Id. at 85,108 (adding 42
C.F.R. 422.568(d)(1)); see also 111 Stat. 293 (Section
1852(g)(1) (B), to be codified at 42 U.S.C. 1895w-22(g)}(L)(B)).
The regulations before the district court, in conirast, re-
quired a statement of reasoms, but did not specifically
require that it be understendable to ordinary people. 42
C.F.R. 417.608 (1996); see also App. 46a-50a (eriticizing prier
HMO notices).

Unlike the Section 1395mim regulations the district court
found inadequate, the new Medicare+Choice regulations also
address the need for expedition in urgent cases. Consistent
with the BBA itself, the Medicare+Choice regulations pro-
vide that, where delays may threaten the beneficiary’s
health, HMOs must make initial and reconsideration deci-
gions within 72 hours of the relevant request. See 63 Fed.
Reg. at 35,108-35,109 (adding 42 C.F.R. 422.572 pertaining to
initial decisions); id. at 35,110 (adding 42 C.F.R. 422.590(d)
pertaining to reconsideration). Moreover, where an enrollee
is receiving authorized in-patient hospital care, the Secre-
tary’s new regulations provide that the HMO may not decide
that the care is unnecessary absent the concurrence of the
physician responsible for the in-patient treatment. Id. at
35,112 (adding 42 C.F.R. 422620(b)). Even then, the enrollee
may geek immediate review by an independent peer review
organization, and the care may not be discontinued until that
organization issues its decision Id. st 35,112-85,113 (adding
42 CF.R. 422 622).

The new regulations address other aspects of the HMO
decisional process as well. Among other things, they require
HMOs to afford enrollees seeking reconsideration “a rea-
sonable opportunity to present evidence and allegetions of



___LZ/uv/yy

l4:07

Cr2ue D14 vi0OB Uda/ VU

12

fact or law, related to the issue in dispate, in person as well
as in writing.” 63 Fed. Reg. at 35,110 (adding 42 CF.R.
422.586). And, implementing the BBA, they provide that
reconsideration decisions must be made by qualified medieal
personnel in appropriate circumstanees, and by personnel
other than the individuals who made the initial decision. Id.
at 35,111 (adding 42 C.F.R. 422.590(g)(1) and (2)).*

4. On August 12, 1998—after enactment of the new
Medicare Part C, and after the Secretary's issunance
of implementing regulations—the court of appeals affirmed
the judgment of the district court. App. 1a-21a. The cowrt of
appeals declined to consider the case in light of the inter-
vening revisions to the regulations that had been before the
distriet court. See id. at 20a. 'Instead, the court of appeals
addressed the case as if the original regulations before the
distriet court were still in place®

The court of appeals held that a private HMO’s decision to
reduce or deny services constitutes government action. The
court explained that, to estsblish government action, the
plaintiff must show that “there is a sufficiently close nexus

4 The statute and regulations alsc provide mechanisms for
monitoring and enforeing HMO compliance with grievance and appeal
requirements. The statute, for example, requires HMOa to establish and
maintain provisions for monitoring and evsluating both clinical and
administrative aspects of health plan operations, ard the regulations make
clear that such “quality assurance” programs must monitor and evaluate
the grievance and appeal process. See 111 Stst 291 (Section 1852(e), to be
codified at 42 U.B.C. 1395w-Z2(e)); 63 Fed. Reg. at 35,082 (adding 42
C.F.R. 422.152). In addition, an EMO’s failure to comply substantially
with appesl and grievance provisions is potentially a ground far terminat-
ing its contract. Id. at 35,104 (adding 42 CF.R. 422.510).

5 The statutory emendments were enacted shortly before the
government filed its reply brief in the court of appeals. The government
accordingly informed the Court thst the statute would later modify the
requirements for HMO grievance and zppeal procedures, but that it had
not yet taken effect and therefore did not, at that time, bear on the issues
presented. See Gov’t C.A. Reply Br. 10n4.

B VL4/ VL
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between the State and the challenged action of the regulated
entity so that the action of the latter may be fairly treated as
that of the State itself.” App. 82 (quoting Blum v. Yaretsky,
457 U.S. 991, 1004 (1982)). It further noted that, while
government regulation is not by itself sufficient to attribute
private action to the government, “[glovernment action
exists if there is a symbiotic relationship with a high degree
of interdependence between the private and public parties
such that they are “joint participant[s) in the challenged
activity.’” Id. at 8a-9a (quoting Burton v. Wilmington Park-
ing Auth., 365 U.S. 715, 725 (1961)).

Applying those standards, the court held that “HMQOs and
the federal government are essentially engaged as joint
participants to provide Medicare services such that the
actions of HMOs in denying medical services to Medicare
beneficiaries and in failing to provide adequate notice may
fairly be attributed to the federal government.” App. 9a-10a
The Ninth Circuit reasoned that the Secretary “extensively
regulates the provision of Medicare services by HMOs”; the
BMOs must “ecomply with all federal laws and regulations”;
the Secretary pays HMOs “for each enrolled Medicare
beneficiary (regardless of the services provided)”; and the
“federal government has created the legal framework—the
standards and enforcement mechanisms—within which
HMOs” must operate. Id. at 10a. The court of appeals
rejected the Secretary’s argument that HMO decisions to

‘deny or reduce treatment are private determinations, made

without government compulsion or influence. It held that, in
this eontext, such decisions “are more accurately deseribed
as * * * interpretations of the Medicare statute” rather
“than * * ¥ * medical judgments,” and thus could be
properly attributed to the government. Id. at 11a. Turning
to the due process question, the court of appeals heid that,
under the balancing test established by Mathews v. Eld-
ridge, 424 U.S. 319 (1976), the process HMOs provided to
Medicare beneficiaries under Section 1395mm and the
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Secretary’s pre-April 1997 regulations was less than their
constitutionsl due, largely for the reasons given by the
district court. App. 123-18a. _

The court of appeals also rejected the Secretary’s chal-
lenge to the nature and scope of the injunctive remedy
imposed. Because Congress had delegated implementation
of Section 1395mm to the Secretary, she argued that the
distriet court should have remanded the matter to her for an
expedited rulemaking to cure the identified ills; and she
disputed the appropriateness of the district court’s three-
year injunction, which prescribed detailed deadline, notice,
hearing, and proceeding requirements, The Ninth Circuit
declined to afford any deference to the Secretary’s views of
appropriate process, App. 13a n.3, and rejected her request
for a remnand, id. at 183 & n 4.

5. The Secretary sought rehearing and rehearing en
banc. The petition emphasized that the new statute and

implementing regulations contain substantially different and -

more detailed hearing and grievanee procedures than those
considered in the panel’s decision. It asserted that the
court’s holding, by effectively “constitutionalizing” HMO
decisions, impaired the ability of Congress and the Secretary
to tailor procedural safeguards to the complex and varied
relations between HMOs and their patients. And it urged
the court of appeals either to rehear the case or to vacate the
injunetion and remand the matter to the district court with
instructions to consider the new statute and implementing
regulations, Gov't Pet. for Reh’g 9-19. The court of appeals
denied the petition. App. 222-23a.
REASONS FOR GRANTING THE PETITION

Affirming the district court’s issuance of a detailed and
highly prescriptive nationwide injunction, the Ninth Cirenit
in this case held (1) that Health Maintenance Organizations
and similar healtheare organizations (HMOs) engage in
government action when they deny Medicare enrollee re-

BIVLU/ VL
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quests for services, and (2) that the HMO procedures
required by the Secretary’s now statuterily-superseded
regulations under 42 U.S.C. 1395mm were insufficient to
meet the requirements of due process. These rulings and
their practical consequences are of broad significance in the
administration of the Medicare Program and ordinarily
would warrant plenary review by this Court. The legal
issues presented by this case, however, are similar to those
before this Court in American Manufacturers Mutual
Insurance Co., et al. v. Sullivan, et al., No. 97-2000 (argued
Jan. 19, 1999). Accordingly, we suggest that the petition in
this case be held pending the Court’s decision in Sullivan.

Moreover, shortly after the district court ruled in this
case, Congress comprehensively revised Medicare's treat-
ment of HMOs by enscting an entirely new Part C of the
Medicare Act, introducing the new Medicare+Choice pro-
gram. These new provisions, and the Secretary’s regulations
implementing them, provide dramatically greater procedural
protections for beneficiaries who choose to enroll in HMOs;
they eliminate the asserted defects that prompted the
request for judicial relief in this ease; and they deprive 42
U.S.C. 1395mm(g), upon which the district court and the
court of appeals relied, of any future effect. As a resuit of
those changes, the challenge to the regulations adjudicated
by the district court and court of appeals is now moot.
Accordingly, we ask that, after holding the petition pending
this Court’s decision in Sullivan, the Court vacate the
judgment of the court of appeals and remand the ease with
directions to (1) vacate the judgment of the distriet court and
(2) remand the case to that court for congideration of any
challenges respondents might raise to the new statute and
its implementing regulations in light of the decision in
Sullivan.
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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)

1. The Due Process Clause does not apply to purely
private conduct; it applies only where the actor is govern-
mentsl, or the conduet can be fairly attributed to the govern-
ment. NCAA v. Tarkanian, 488 U.S. 179, 191 (1988). The
Ninth Cireunit held that medical treatment decisions of
private HMOs are properly attributed to the federal govern-
ment In this ease because the “Secretary extensively regu-
lates the provision of Medicare services by HMOs” and pays
HMOs “for each enrolled Medicare beneficiary (regardless of
the services provided)”; HMOs must “comply with all federal
laws and regulations”; and the “federal government has

created the legal framework—the stardards and enforce- -

ment mechanisms—within which HMOs"” operate. App. 10a.
The Ninth Circuit's analysis departs from this Court's usual
approach in this area, which focuses on three factors:

a The first {actor is whether the government “has
exercised coercive power or has provided sach significant
encouragement * * * that the choice must in law be
deemed to be that of the [government].” Blum v. Yaretsky,
457 U.S. 991, 1004 (1982); see also Edmonson v. Leesville
Concrete Co., 500 U.S. 614, 621 (1991). When an HMO makes
an initial determination whether to provide a requested
medical service to 2 member covered by Medicare, it does so
without governmental participation or assistance. Indeed,
the first section of the Medicare statute prohibits the “exer-
cise [of] any” governmental “supervision or control over the
practice of medicine or the manner in which medical services
are provided.” 42 US.C. 1895.°

¢ In Blumv. Yaretsky, supro, this Court held that the exercise of
ordinary medical judgment ig pot gtate action, even where it may affect
eligibility for government benefits. Although the Ninth Cireuit scught to
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b. The second factor is whether the otherwise private
actor exercises some power “traditionally exclusively re-
served to the State.” Jackson v. Metropolitan Edison Co.,
419 U.S. 845, 352 (1974). 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 cov-
erage, and the government neither requires them to enroll in
an HMO nor precludes them from dis-enrolling. In this
respect, the HMO's relationship with its Medicare-benefici-
ary members resembles its relationship with members who
elect HMO coverage under employer-sponsored or other
private health plans. Moreover, when an HMO decides
whether to provide particular medical services requested by
a member who has enrolled through Medicare, it does not act
as an agent of the government or distribute government
resources or funds. The HMO responds as it would to a
similar request by a privately-enrolled member. The HMO
exercises its own judgment as to whether the services are
reasonable and necessary, and thus within the scope of its
professional and contractual obligations. Although money is

distingmish Blum: by characterizing AMO determinations as more in the
nature of interpretations of the Medicare Act, rather than medical

judgments, see App. 11a, the primary eriterion employed by HMOs in this
context—whether the medical services are “reasonable and necessary,” 42
U.S.C. 1395y(a)—requires essentially medical, not legal, judgment. The
complaint in this csse, moreover, demonstrates that the named respon-
dents seek to challenge medical judgments. One named plaintiff, for
example, alleged that ghe was demied physical therspy because ghe eonld
not follow therapentic instructions. C.A. ER. 10-11, 1 25. Another
plaintiff alleged that treating phyzidans failed to prescribe adequate pain
medication or to order physieal therapy. C.A. E.R. 12-13, 11 4041
Another plaintiff, much like the plaintiffa in Bluwm, alleged that the HMO
erronecusly concluded that ekilled nuraing care was not medically neces-
sary. C.A. E.R. 13-15, 1Y 48-54. And yet another named plaintiff alleged
that the HMO denied speeeb therzpy services on the ground that the
therapy would not be effective. C.A E.R. 16, 162

o e —



02/08/99

18:59

8202 514 9769 0SG/D0J

18

paid out of the Medicare Trust Funds to cover the flat
monthly rate 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
benef.irciary once he has enrolled are borne by the HMO
alone.

Nor does an HMO exercise traditionally-governmental
adjudicatory powers with respect to its members who choose
to enroll through Medicare. See App. 10a-1la. The HMO’s
medical treatment decizions regarding such a member repre-
sent its own judgment sbout what is medically appropriate.
‘A Medicare beneficiary who disputes an HMO denial may
request an ALJ hearing in HHS, and the HMO then beeomes
a formal party, adverse to the beneficiary. See pp. 4, 8-9,
supra. That adjudication, of course, is government action,
and the Secretary may order the HMO to provide the
requested service, but that does not convert the HM(Q’s
otherwise-private initial determination inte government
conduet.? Indeed, the HM(s role is little different than that

7 See Blum, 457 US. at 1011 (rejecting contention that decisions made
by physicians and nursing hotnes are attributable to the State, despite
“gtate subsidization of the operating and eapital costs of the facilities” and
coverage for “the medical expenses of more than 90% of the patients”).
That the povernment pays for coverage neither encourages HMOs to deny
requests for treatment, nor prevents the finandal impact of HMO
decisions from being visited exelusively on the HMQ. If the fact that the
government pays for coverage were a sufficient basis for attributing HMO
conduct to the government, HMQs providing services to government
employees under the Federal Employees Health Benefits Act of 1959,
5 U.S.C. 8301 et seg., would also all be government actors.

® Administrative appeal statistics indicate that, in 1996 and 1997, the
Secretary reversed HMO determinations in whole or in part in nearly 80%
of all cages. The Center for Health Dispute Resolution, Medicare
HMO/CMP Reconsideration Dato 1896-1997 (1998). In some instamees,
the HMO and the Secretzry may be adverse parties in contested legal
proceedings. If the HMO wizhes to challenge one of the Seeretary’s
decigions, it may sue the Secretary in an action for judidal review, 42

@oz20/041
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of 2 private defendant confronting potential liability in a civil
suit. The defendant would always make an initial deter-
mination as to whetber it considers itself liable and thus
whether to satisfy the asserted obligation voluntarily. If it
declines to do 80 and the plaintiff files suit, that decision may
effectively be “reversed”—ang a contrary course compelled
—>by the court. But that does not convert the initial private
decision whether to meet the obligation voluntarily, or
instead to dispute it, into government action. See Edmon-
som, 500 U.S. at 627 (decisions “whether to sue at all, the
selection of counsel, and any number of ensuing tactical
choices in the course of discovery and trial may be without
the requisite governmental character”).

¢. Finally, the third factor—whether “the injury caused
is aggravated in a unique way by the incidents of govern-
mental authority,” Edmonson, 500 U.S. at 622, does not
support a finding of government action here. This is not a
case, like Edmonson, in which a dignitery injury or stigma of
the sort caused by racial disérimination might be exacer-
bated by an appearance of govermmental endorsement. See
id. at 628. The government simply provides adjudicatory
mechanisms through which 2 Medicare beneficiary who has
elected to enroll in an HMO may challenge medical treat-
ment decisions made by the HMO.

d. At bottom, the Ninth Circuit’s decision to attribute to
the federal government an HMO’s medical treatment deci-
gions about its members who have earolled through Medi-
care appears to have rested primarily on the “rather vague
generalization” Blum, 457 U.S. at 1010, that there was a
“high degree of interdependence” and a “symbiotie relation-
ship,” App. 9a, that made the government “a joint partici-

U.S.C. 1395mm(¢X5)B); and if the Secvetary believes that the HMO is not
meeting its legal obligations, she may impose ¢ivil money penalties or
other sanctions, see 42 U.S.C. 1395mm(EX6XAXI); accord 111 Stat. 323-396
(Section 1857(g) and (h), to be codified at 42 U.S.C. 1395w-27(g) and (h)).

ldo21/041
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pant in the challenged activity.” Burton v. Wilmingion
Parking Auth., 365 U.S. 715, 725 (1961). The facts the Ninth
Circuit relied upon for that conclusion, however, are largely
common to heavily repulated industries. See App. 10a; pp.
18-16, supra. Even the most intensive governmental regula-
tion of an industry is an insufficient basis for attributing
otherwise private decisions and conduct to the government
“where the initiative comes from” the private party “and not
from the [government]” itself. Jackson, 419 U.S. at 357; see
d. at 350.

2. The Ninth Circuit’s due process holding is also incon-
gistent with this Court’s decisions. Rejecting the Secre-
tary’s contention that her view of appropriate and mean-
ingful procedures should be accorded substantial weight, the
Ninth Cireuit declared that there is “nothing in Mathews v.
Eldridge or subsequent cases to suggest that such is neces-
sary or advisable.” App. 13a n.8. That was error: Mathews
v. Eldridge, 424 U.S. 319, 349 (1976), expressly states that,
“liln 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 procedures they have
provided assure fair consideration.”

For similar reasons, the imposition of a detailed judieial
injunction providing new requirements, rather than a re-
mand order directing the Secretary to promulgate new
procedures through a participatory and fully public rule-
making process, was error as well. Congress delegated
implementation of 42 U.S.C. 1395mm(g) and the creation of
“meaningful” procedures in the first instance to the Secre-
tary, not to the courts. Cf SEC v. Chenery Corp., 382 US.
194, 201 (1947) (where agency action is set aside, “the
[agency is] bound to deal with the problem afresh, per-
forming the function delegated to it by Congress”); Florida

d1022/041
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Power & Light Co. v. Lorion, 470 US. 729, 744 (1985) (proper
course where agency errs is to “remand to the agency”).?

3. Government action and due process questions similar
to those raised in this cage 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 court of appeals 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.34 158 (3d Cir.
1998). Not only are the court of appeals decisions in
Sullivan and in this case remarkably similar, but the
precise 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 sathority in ordering the
Secretary to terminste contracts with HMOs that fall to comply with the
procedures it imposed See Blessing v. Freestone, 520 U.S. 329, 3483-844
(1997).

10 Neither conrt of appeals decision examines the three state-action
“principles” identified in Edmonson, 500 US. at 622, apd traditionally
relied upon by this Court, see pp. 16-20, supre, and both predieate =
finding of government sction largely on the government’s regulatary role.
Compare Sullivar, 139 F.34 at 168, with App, 9a-10a.

11 See 97-2000 Pet. Br. at 20-21 (arguing that State does not influence
insurer’s non-payment decision), 17-22 (arguing that insurer dedsjons are
not governmentsal benefits determinations), 22-25 {no unique aggravation
of injury by government), 26-32 (regulated nzture of industry does not
render private action atiributable to State). And there are clear similari-
ties between the due process arguments as well For example, in this case
the lower courts implicitly concluded that respondents could have a
constitutionally-protected property interest in receiving Medicare ger-
vices before their legal entitiement to those services was established, and
that pre-deprivation processes were required in certsin contexts. App.
63z, Petitioners in Sullfvan challenge similar eonclusions reached by the
court of appeals there. See 97-2000 Pet. Br. 85-38 (srguing that due
process does not apply to disputed applications for treatment where the
legal entitlement to the treatment, and thus = property interest therein,

@o023/041
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counsel in this case filed an amieus brief in Sullivan,
emphasizing the potential impact of the Court’s decision
there on the Medicare program at issue here.”> Accordingly,
We suggest that the petition 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 case and
Sullivan, the Ninth Circuit’s decision in this ease ordinarly
would warrant plenary review by this Court 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 & nationwide basis the conduct of hun-
dreds of private healtheare organizations offering services to
millions of individuals.

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 1937, Pub. L. No. 105-33,
§§ 4001-4002, 111 Stat. 275-330. The new gtatute and the
Secretary’s regulations promulgated thereunder dramati-
cally expand the procedural and substantive protections
afforded to Medicare beneficiaries who choose to enroll in
private HMOs. Indeed, Congress gave specific attention to

has not been established), 4244 (arguing that pre-deprivstion process is
not required); see also Lyng v. Payne, 476 U.S. 926, 942 (1986) {noting that
the Court has not resolved whether “applicants for benefits, as distinct
from those already receiving them, bave = legitimate claim of entitlement
protected by the Due Process Clause”™).

12 See 97-2000 Amici Curize American Association of Retired Per-
sons, The Center For Medicare Advocacy, Ine, ez al, Br. at 4,7
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the procedures it considered necessary to protect beneficiary
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 zlleged 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)); 68 Fed. Reg. 35,108 (1998) (adding 42
C.F.R. 422,568(d)); they provide that medical necessity dedi-
sions must be made by qualified medical personnel, 111 Stat.
293 (Section 1852(g)(2)(B), to be eodified 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 decigions (within 30
days) in all cases, and expedited decisions (within 72 hours) if
delay could jeopardize the health of the beneficiary. 63 Fed.
Reg. at 35,108-35,110 (adding 42 C.F.R. 422.568(a), 422.572,
422.590(2)«(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)).2 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), ard dis-
satisfied beneficiaries may obtsain a8 hearing before an ALJ

2 The district court’s concern that HMO physicians might face
digincentives to assisting enroliees in pursuing their requests, App. 49a;
see id. 5t 622 (enjoining AMO retalistion against healtheare providers), is
addressed by the new statute and regulations as well See 111 Stat. 285
(Section 1852(j)(8), to be codified at 42 U.S.C. 1395w-22(jX3)); see, 6.g., 63
Fed. Reg. st 85,108 (adding 42 C.F.R. 422 570(f)) (barring punitive action
against phyeician for assistance in requesting expedition).

d025/041
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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
district 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] criginally
decided.” Northeastern Fla. Chapter of the Associated Gen.
Contractors v. City of Jacksonwville, 508 U.S. 656, 662 n.3
(1993); id. at 670-671 ((’Connor, J., dissenting). See also
App. 66a (district court recognition that “on appeal much of
the March 3, 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 iargely moot” if even
the April 1997 rule changes were “implemented without

delay”).

M although these pew provisions sddress most areas covered by the
distriet eourt’s ijunction, they take a fundamentelly different appreach to
several key issues. For example, the Secretary’s expedition provisions
gre more faverable to beneficaries inasmuch as they require recon-
sideration decisions within three calendar days, see p. 10, supra, whereas
the district conrt’s order requires such decisions in three working days,
App. 622 While the district court required that detailed written notices of
initial decisions be provided within five days even where the beneficiary’s
health is not in imminent jecpardy, and Congress specified no specific time
frame in such cases, see HLR. Conf. Rep. No. 217, 105th Cong, 1st Sess, 605
{1597) (noting that Congress left that izaue to the Secretary), the Secre-
tary selected a 24-day deadlire, 63 Fed. Reg. at 85,108 (adding 42 C.F.R.
422 568(a)). Finally, although the Secretary has required certain in-
patient hospital services to continue during the pendency of an admin-
istrative appeal, she did not extend similar requirements to a broad,
unspecified range of “acute care” services. Compare 63 Fed. Reg. at
85,112-35,113 (adding 42 C.F.R. 422.620(b), 422.622), with App. 63a.

@o268/041
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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 as may be appropriate in light of the supervening
event.” McLeod v. Generul Electric, 385 U.S. 538, 535 (1967)
(per curiam); see, e.g., Calhoun v. Latimer, 377 U.S. 263, 264
(1964) (per curiam) (“vacat{ing] the judgment and remand-
[ing] the cause to the Distriet Court for farther 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
* * * District 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 distriet court because 2 new
“enactment significantly alter{ed] the pesture of thie} case™).
As the Court explained in Lewis v. Continental Bank Corp.,
494 U.S. 472, 482 (1990), “in instanees where mootness is
attributable to a change in the legal framework governing
the case, and the plaintiff may have some residual claim
under the new framework that was understandably not
asgerted 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 distriet court and the Ninth
Circuit focused their analysis—Section 1395mm(g), the
Secretary’s implementing regulations, and HMO eonduct
thereunder, see App. 35a-40a, 46a-50a (district court); id. at
3a-5a, 13a (court of appeals)—no longer forms a legitimate
basis for judicial relief. The new statute eliminates the
Secretary’s authority to enter into risk-sharing contracts
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under Section 1395mm(g), and no such contracts were
renewed for 1999. See pp. 9-10, & nn2-3, supra. As a result,
the regulations and notice and appeal 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. Princston Univ. v.
Schmid, 455 U.S. 100, 103 (1982) (per curiam) (where “the
regulation at issue is no longer in foree” and the “lower
court’s opinion” does not “pass on the validity of the revised
regulation,” the “case has lost its character as a present, live
controversy of the kind that must exist if we are to avoid
advisory opinions on abstract questions of law”).® More-
over, the conduct that respondents challenged and the lower
courts 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
U.S. at 663 n.3 (cases moot where “the statutes at issue
* * * were changed substantially, and * * * there was
therefore no basis for coneluding that the challenged conduct

16 The change in the statute, morecver, eliminates the district court’s
and the court of appesls’ rationale—their ratic desidendi~far prohibiting
the Secretary from entering into or renewing a contract with any HMO
that violates the procedural requirements thase courts believed to be
required by Section 1395mm. See App. 632 To justify that prohibition,
the district court and court of appeals both relied on Section
1395mm(c}(1)’'s declargtion that “TtThe Secretary may not enter into a
contract nnder this seetion with an eligible organization unless it meets
the requirements of this subsection.” Id. at 20a, 54a (quoting 42 U.S.C.
1395mm(cX1)). See also id. at 54a-B5a (justifying additional procedural
requirements by declaring that the Secretary’s failure to impose them in
her MO eontracts is a “viclation of 42 U.S.C. § 1895mm(cX1)"); id. at 55a-
56a (similar). The BBA, however, omits the prohibitory language of
Section 1395mm(ec)(1) upon which those; courts relied, and nowhere
suggests that termination and non-renewal are mandatory eonsequences
of HMO non-compliance. See p. 9 & 0.1, supra. It thus wholly eliminates
the statutory provision upon which both lower courts expressly rested
their remedial decisions.
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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,
3940 (1950). Given the possibility that the district court
may need to dispose of residual claims on remand, see, e.g.,
C.A. E.R. 21 (request for attorney’s fees), and becsguse
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. at 264; Lewis, 494 U.S. at 482, the Court should neither
direet nor preclude dismissal but rather permit the distriet
court to conduct such “further proceedings as may be appro-
priate in light of” the statutory and regulatory reforms.
McLeod, 385 US. at £35. See also Burlington Truck Lines,
Inc. v. United States, 871 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 eonsideration in light
of changed conditions). The district court eould then under-
take any such further proceedings in light of both the new
statute and the new regulations as well as this Court’s
decision in Sullivan.

16 See also United Transp. Union v. State Bar, 401 U.8, 576, 584
(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 conduct.”); Legal Assistance for Vistnarmess
Asylum Seekers v. Department of Stats, 45 F.3d 489, 472 (D.C. Cir. 1995)
(Plaintiffs are “certainly not entitled to prospective relief based on s no
longer effective version of a later amended regulation.”).
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CONCLUSION

The Court should 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 for a
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 district 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 Services
implementing those provisions in light of the Court’s de-
cision in Sullivan.

Respectfully submitted.

FEBRUARY 1999

(Hosod
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PISCUSSION POINTS — NOT ON THE RECORD

THESE ARE NOT THE PUBLIC TALKING POINTS

Q. Why go the Supreme Court now rather than back to the District Court?
A. The answer to that question have both Medicare and Medicaid components:

A. Medicare The current posture of the case leaves us having to go to the Supreme
Court or go back to try to define the Constitutional parameters of Medicare in front of a district
court judge. There’s a large risk that the court will maintain its prescriptive but inadequate order
on procedural requirements rather than accept or adopt our current regulations, leaving
beneficiaries less well protected than they would be under the Balanced Budget Act (Medicare +
Choice) and our regulations.

We belicve that the Supreme Court will not accept this case on the merits. We hope the
Ninth Circuit decision will be vacated, and we’ll have a chance to put the case in a posture where
we'll be focused on the new statute [the Balanced Budget Act] and regulations.

A major concern with the Ninth Circuit decision is that the basis for the state action
finding was the amount of federal regulation of the HMOs. At the very least, we want to re-focus
state action debate on the more traditional indicators of state action found in earlier opinions and
that we think will be found in Sullivan. We don’t want Grijalva to be used as an argument against
appropriate regulation of HMOs.

This case will not necessarily end up saying there’s no constitutional protection for
Medicare beneficiaries. Once the Court decides Sullivan, we will examine whether, under the
Supreme Court’s ruling, Medicare HMOs are state actors when they deny, reduce or terminate
benefits. If Sullivan leads us to find that the HMOs are state actors in those situations, we will go
forward under that view.

B. Medicaid Our current Medicaid regulations are not adequate. They offer less
protection to beneficiaries than do our current Medicare regulations. We have an NPRM out now
in our effort to improve Medicaid beneficiary notice and appeal protections. We are working
toward conforming the Medicaid protections with the best and most protective agpect of those in
Medicare.

If we go back to the District Court now, in arguing whether to set aside the court’s order
in favor of our Medicare regulations, we will surface some very sensitive issues that have echoes
in Medicaid. One is the type of notice recipients are entitled to when services are denied, reduced
or terminated. Another is the question of in what circumstances benefits and services should
continue during the pendency of an appeal. We aren’t ready to have that argument in a court
within the next month and in a context in which the circumstances and intereste of Medicaid
beneficiaries are not part of the record before the court.
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Record Type: Record

To: Elena Kagan/OPD/EOP, Christopher C. Jennings/OPD/EOP, Jeanne Lambrew/OPD/EOP
cc:
Subject: First Lady's office views on Medicare issue

| talked to Melanne and she said she is going to try to talk to the First Lady in the next few hours
(she's asleep on the plane right now) and if we do get an answer, it is not likely to be before 6pm.
However, Melanne did want to convey her own view which is that she suppaorts either option 2 or
3. If option 2 is not possible or not really workable, then she believes we should not file.
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THE WHITE HOUSE -
WASHINGTON

February 9, 1999
MEMORANDUM TO THE PRESIDENT

FROM: Daniel Marcus M
Senior Counsel

RE: American Mutual Ins, Co. v. Sullivan and Grijalva

In Amencan Mutual Ins.Co.v. Sullivan, argued last month, the Supreme Court is
reviewing a decision by the Third Circuit holding that the actions of insurance companies that
administer a state workers’ compensation program are “state action” subjecting the insurers to
the requirements of the Due Process Clause in making decisions whether medical treatment of
employees is reasonable and necessary. (The Third Circuit went on to hold that suspension of
payments of benefits to employees during the review process violated due process.)

The Department of Labor was very concerned that the Third Circuit decision called into
question longstanding (since the 1920s) provisions of the Longshore and Harbor Workers
Compensation Act (LHWCA), which similarly permit employers to suspend workers’
compensation benefits to employees in some circumstances pending a final determination of
medical necessity. At DOL’s urging, the Solicitor General filed an amicus brief in Sullivan
arguing that the insurance companies were not state actors. The SG also participated in the oral
argument last month. As in Grijalva, the Solicitor General was also influenced by his view that
it is in the overall interest of the Government, given its increasing use of private contractors and
partners, to resist expansion of the state action doctrine.

Interestingly, one of the underlying due process issues in Grijalva (if the action of
Medicare HMOs is state action) parallels the underlying issue in Sullivan and the LHWCA cases
--i.e., is it OK to withhold payment for services the insurer (or the employer or the HMO)
believes to be medically unnecessary during the appeal process? The payor has a big stake in
that question, because if the employee or beneficiary loses his appeal, the payor realistically has
no chance of recovering money paid out for benefits in the meantime. By the same token,
employees and beneficiaries have a big stake in getting coverage during the review period.

If the Supreme Court finds state action in_Sullivan, a state action finding in Grijalva
would follow a fortiori. If, as most observers expect, the Supreme Court finds no state action in
Sullivan, the same finding in Grijalva would not necessarily follow. For in the workers’
compensation or LHWCA context, it is harder than it is in the Medicare context to argue that the
insurer or employer is carrying out an essential governmental function. Workers’ compensation
is funded basically by employers, while Medicare HMOs are in a sense operating with federal
funds. But, like other government contractors, this does not necessarily mean that they are acting
as the government. HHS and the Justice Department will be prepared to argue that the
differences between Medicare and workers’compensation do not dictate a different result on the
state action question.
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REMARKS:
This is bare bones. The version I sent you this morning is clearly preferable,
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PARTIES TO THE PROCEEDINGS - -

The petitioner is Donna E. Shalala, Secretary, Health and
Human Services. The respondents are plaintiffé Gregoria Grijalva,
Carol Knox, Mary Lea, Beatrice Bennett, and Mildred Morrell,
individuals and representatives of a class of persons similarly
situated, and plaintiffs-intexrvenors Josephine Balistreril, Fred S.
Scherz, Kevin A. Driscoll, Mina Ames, Edmunde B. Cardenas, Arline
T. Donocho, Patricia Slocan, Beth Robley, Goldie M. Powell, and

Richard Baxter.

(I)
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QUESTIONS PRESENTED

Before 42 U.S.C. 1395mm(g) was superseded, it authorized the
Secretary of Health and Human Services to enter into contracts with
private health maintenance organizations and similar healthcare
organizations (HMOs) under which they received a fixed, per-person
menthly fee for each Medicare beneficiary who chose to enroll in
(and to receive medical services from) the HMO in place of
traditional fee-for-services Medicare. The HMO, in turn, was
required to provide enrolled beneficiaries with all medical
services covered by Medicare. Disputes between the HMO and the
beneficiary regarding services were resoclved by the Secretary'or
her agents.

Alleging that HMOs with contracts under Section 1395mm(g) had
failed to provide beneficiaries with a meaningful opportunity to
contest decisions to reduce or deny medical services, plaintiffs
filed this nationwide class action lawsuit. They alleged that the
HMOs were "state actors" subject to the regquirements of the Due
Process Clause of the Fifth Amendment, and that the procedures that
the HMOs employed were inconsistent with the requirements of that
Clause. After plaintiffs filed suit and the district court issued
an injunction in plaintiffs' favor, however, Congress
comprehensively reformed the relevant statutory and regulatory
framework. The new statutory scheme withdraws the Secretary's
authority to enter into contracts under Section 1395mm(g), and
replaces that provision with a new Medicare Part ¢, which
establishes the "Medicare+Choice" program and offers vastly
expanded procedural protections for beneficiaries enrolled in

private HMOs.

(I1)
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The questions presented by this case are: -
1. Whether the decision by a Section 1395mm(g) HMO to deny an
enrolled Medicare beneficiary's request for health services
constitutes government action subject to the requirements of the
Due Process Clause of the Fifth Amendment.
2. Whether the district court properly issued an injunction,
creating new procedural regquirements that BMOs must follow and the
Secretary must enforce through Section 1395mm(g) contracts, on due
process grounds.
3, Whether Congress's enactment of new Medicare Part C, which
eliminates the Secretary's authority to contract under Section
1395mm(g) and establishes a new "Medicare+Choice' program that
provides greatly enhanced procedural protections for Medicare
beneficlaries enrclled in HMOs, renders the current appeal moot or
otherwise warrants an order vacating the judgment below with
directions to remand the matter to district court for consideration

of the effect of the new statutory and regulatory scheme.

(III)
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IN THE SUPREME COURT OF THE UNITED STATES
OCTOBER TERM, 1998

No.

DONNA E. SHALALA, SECRETARY, HEALTH
AND EUMAN SERVICES, PETITIONER

v.

GREGORIA GRIJALVA, ET AlL.

ON PETITICN FOR A WRIT OF CERTIORARIL
TO THE UNITED  STATES COURT OF APPEALS
FOR THE NINTH CIRCUIT

PETITION FOR A WRIT OF CERTIORART
The Solicitor General, on behalf of Donna E. Shalala,
Secretary of Health and Human Services, respectfully petitions for
a writ of certiorari to review the judgment of the United States
Court of Appeals for the Ninth Circuit in this case.
OPTINIONS BELOW
The opinion of the court of appeals (App. la-2la) is reported
at 152 F.3d 1115. The opinion of the district court (App. 24a-58a)
is reported at 546 F. Supp. 747.
JURISDICTION
The judgment of the court of appeals was entered on August 12,
1998. A petition for rehearing was denied on November 12, 1598.
App. 22a-23a. The jurisdiction of this Court is invoked under 28
U.8.C. 1254(1).
STATUTORY AND REGULATORY PROVISIONS INVOLVED
Relevant portions of the Medicare Act, as it existed when the
district court ruled, 42 U.S.C. 13%5mm, are reproduced in the

Appendix to this petition, see App. 102a-109a, as are relevant
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provisions of the Balanced Budget Act of 19%7, Pub. L. No. 105-33,
§§ 4001-4002, 111 Stat. 275, see App. 70a-101a. Relevant portions
of the Secretary's regulations implementing 42 U.S.C. 1395mm(g), as
they existed at the time the district court ruled, 42 C.F.R.
417.608-417.638 (1996), are likewise set out in the Appendix, see
App. 140a-149a, as are relevant provisions of the Secretary's
current regulations, 63 Fed. Reg. 34,968 (193%8), see App. 1ll0a-
139%a.
STATEMENT

1. The Medicare program, established under Title XVIII of
the Social Security Act, 42 U.S.C. 1395 et_seqg., pays for covered
medical care for eligible aged and disabled persons. Originally,
Medicare operated exclusively in a manner similar to fee-for-
service medical insurance. Under such arrangements, the
beneficiary first obtains needed medical care. The beneficiary or
his healthcare provider then submits a claim for reimbursement to
the Medicare program. Claims are then reviewed by processing
agents known as "fiscal intermediaries" oxr "carriers" -- private
companies that act under contract as the Secretary's fiscal agent
to evaluate claims and determine whether payment is authorized by
the Medicare statute. Where the fiscal intermediary or carrier
approves the claim, it is paid by the federal government out of the
Medicare Trust Funds in the Treasury. See generally Regions Hosp.
v. Shalala, 118 S.Ct. 909, 912 (1998); Schweiker v. McClure, 456
U.S. 188 (1982).

a. In 1982, Congress added a provision to the Medicare Act to
permit beneficiaries to obtain covered services in a fundamentally

"different way -- by enrolling in private healthcare plans like
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health maintenance organizations (HMOg). See Pub. L. No. 97-248,
§ 114a(a), 96 Stat. 341, codified at 42 U.S.C. 1395mm(g). (Section
1395mm(g) has now been superseded by new Medicare Part C, as
discussed in greater detail below.) Because HMOs often operate
efficiently and c¢an obtain discounts for medical services from
participating providers, they frequently can offer their enrollees
a more comprehensive package of services -- including extrasg like
dental care -- at the same or lower cost than the fee-for-services
model .

To give Medicare beneficiaries the option of enrolling in HMOs
at government expense, Section 1395mm authorized the Secretary to
enter into two types of contracts with qualified HMOs. First, the
Secretary could enter into a cost-based contract, under which the
Secretary would reimburse the HMO's reasonable costs (based on
submitted reports) for services actually rendered to any Medicare
beneficiary enrolled with the HMO. See 42 U.S.C. 1395mm(h); 42
C.F.R. 417.530-417.576 (199s6). Seconci, the Secretary could enter
into "risk-sharing" contracts, under which the HMO was paid a fixed
monthly payment for each Medicare beneficiary who chose to enroll
with the HMO; in return, the HMO waé required to provide each
enrollee with the full range of services covered by Medicare. 42
U.S.C. 1395mm(g). Under such risk-shaiing contracts, the HMO bore
the risks of increased patient needs,:.as Medicare did not adjust
its monthly payments based on services actually-used. Thus, such
contracts were gimilar to HMO coverage%purchased by individuals or
by employers for their employees, as tﬁe HMO (and not the purchaser
of the coverage) bore all costs associated with providing

appropriate medical care. This case concerns only patients
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enrcolled in risk-sharing HMOs, i.e., HMOa that entered into
{
contracts pursuant to 42 U.S.C. 1395mm(g).

Under 42 U.S.C. 1395mm, HMOs ,were required to provide
"meanlngful procedures for hearing aﬂd resolving grievances" be-
tween themselves and enrolled members., 42 U.S.C. 1395mm(c) (5) (A).
Under the HHS regulations implementing¢8ection 139s5smm{c) (5) (A) that
were before the district court, HMOs %enying requests for medical
gervices were required to notify bene#iciaries of such decisions,
give the reasons for the denial, andlpotify the beneficiaries of
the right to ask the HMO to reconsiéer the decision. 42 C.F.R.
417.608 (1996). HMOs, however, had Gogdays in which to issue such
decisions, ibid., as well &0 dﬁ s in which to <resolve
reconsideration requests, id. at § 417.620. ©Neither the statute
nor the regulations provided an expeiited decision mechanism for
cases involving urgent medical needs. I'.Fmd neither the statute nor
the regulations addressed the quallflcatlons of HMO decisionmakers.
HMO enrollees dissatisfied with adverse HMQ decisions, however,
could obtain recongsideration review by|the HMO and the Secretary or
her agents, 42 C.F.R. 417.614-417.626 (1996), and, subject to
certain amount-in-controversy-requirem%nts, a hearing before an ALJ
in the Department of Health and HumantServices (HHS) , followed by
appeal to the Departmental Appeals Board (DAB) and judicial review.
See 42 U.S.C. 1395mm(c) (5) (B); 42 C.Fl.R. 417.630-417.636 (1996).

. |
The HMO was required to be made a party to any hearing before an

ALJ, and the HMO, if aggrieved by the?ALJ's deci=zion, could seek
ko, .
review by the DaAB and then judicial review. 42 C.F.R.

417.632(c) (2), 417.623, 417.636 (1996).

2. Respondents have Dbeen certlfled as the named

———r e
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representatives of a nationwide class of Medicare-eligible
individuals who enrolled in risk-based HMOs under Section
1395mm(g). See QOrder of Dec. 15, 1994, C.A. E.R. 36; App. 25a n.1.

They alleged that the HMOs were not

notice and appeal rights with respect

deny services. More effective proce
required by Section 1395mm(c) (5) (A).
initial HMO decisions constituted
constitutionally protected property
processes leading to those decisions g
Process Clause.

a.
the district partially granted respond
243+

the Secretary's motion. App.

decisions, the court concluded, are p

federal government, and HMO decision?
comport with the Due Process Clause.
further held that the decisionmaking p3
not afford respondents the process ths
Eldridge, 424 U.S. 319 (1976). Among
court faulted the notices of decision

to understand, see App. 46a-50a,

resolve urgent requests, id. at 43a-45

On March 3, 1997, the district
injunction that imposed detailed
requirements. App. 59%a-64a. Among o©

commands the Secretary to require that HMOCs provide

"exceptional circumstances") a written

and ¢

new

providing legally adequate
to decisions to reduce or

dures, they asserted, were

They further c¢laimed that

"state action" affecting

interests, and that the

id not comport with the Due

The parties filed cross-motigns for summary judgment, and

ents' motion, while denying
58a. The challenged HMO
roperly attributable to the
11 processes therefore must

The court

Id. at 2%a-34a.
rocedures then in effect did
at was due under Mathews v.
other things, the district
issued by HMOs as difficult
criticized the time used to
a, S5la.

court entered a mandatory
notice and hearing
the injunction

(in all but

ther things,

notice of any decision that
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denies, terminates or reduces services or treatment within "five
working days" of an oral or written request for that care --
without regard to whether the beneficiary would be adversely
affected if the HMO took longer to resolve the matter. Id. at 60a.
If the beneficiary seeks reconsideration of the decision, and the
request is urgent, the HMQ must issuel a reconsideration decision
within three working days. ';gé at 62a. . (The injunction provides
no deadline for resolution of non-urgerit reconsideration requests.}
and where "acute care services" are at issue, the order provides
that the HMO must provide a'pearing before denying the request; it
may not discontinue such sefvices until after the initial decision
and the reconsideration process is completed. Id. at 63a. Any
notice informing a beneficiary of such a decision, moreover, must
be printed in 12-point type, specify khe basis for the decision,
and advise the beneficiary of his appeal rights. Id. at 60a-6la.

The injunction further requires the Secretary to monitor and
investigate compliance with .all reqﬁirements, and bars the
Secretary from contracting with, or renewing a contract with, any
HMO that does not comply substantially{with the notice and hearing
requirements. App. 63a. The order Specifies that the diatrict
court will retain Jjurisdiction over {the case for a three-year
period, and permits respondents toi return to the court for
additicnal relief if the order does]not redress their claimed
injuries. Id, at 64a.

b. The Secretary moved the district court to stay its
injunction pending appeal, and the district court granted the
motion. App. 65a-6%a. In seeking the stay, the Secretary pointed

" out that on April 30, 1997 -- just after the district court entered
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its injunction -- the Secreétary had issued new HMO regulations in
interim final form. See 62 Fed. Reg. 23,368 (185%7). The Secretary
noted that those regulatioﬁs made several significant changes in
notice and appeal procedures. Among other things, the revised
regulations provided a new procedure for expedited review in urgent
cages: Although HMOs would have 60 days within which to make
‘ordinary determinations, they would have only 72 hours to make
decisions where delay could seriously jeopardize the beneficiary's

life, health, or functioning. See id. at 23,370-23,371; see also

id. at 23,375 (adding 42 C.F.R. 417.608, 417.609). The district
court concluded that a stay was warranted, reasoning that “the
hardships faced by the Plaintiffs outweigh those of the Defendant,
but that the entire case may become largely moot if the Secretary's
attestations regarding rulé.changes‘* * ¥ are implemented without
delay." App. 68Ba. |

3. The Secretary appealed the district court's March 3, 1997
Order. While the appeal was pending, Congress (on August S, 1997)
overhauled Medicare's statutory structure with respect to HMOs as
part of the Balanced Budget Act of 1995 (BBA), Pub. L. No. 105-33,
§§ 4001-4002, 111 Stat. 275, See App. 70a-10la (reproducing
relevant portions) .

a. Replacing Section 1395mm(g). the BBA creates new Part C
of the Medicare Act and establishes thé "Medicare+Choice" program.
"Medicare+Choice" is desigﬁed to offer' beneficiaries a widely
expanded cheice of alternatives to .i:raditional fee-for-gervice
Medicare. Those options include pa%ticipatiOn in HMOs, other
private managed-care organizations, énd private fee-for-service

plans at government expense, and a new medical savings account
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option. See 111 Stat. 276 (Section 1551(a)(2), to be codified at
42 U.S.C. 1395w-21(a){(2)); H.R. Conf. Rep. No. 217, 105th Cong.,
lst Sess. 585 (1997). The new law, directs the Secretary to
implement the Medicare+Choice progra@ by establishing a process
through which Medicare beneficiaries cén, at their option, have the
Secretary acquire coverage for them tﬁrOugh participating private
healthcare organizations in place ofgoriginal fees-for-services
Medicare. 111 Stat, 278 (Section 1851kc)(1), to be codified at 42
U.S.C. 1395w-21(c) (1)) . HMOs may not %qcept Medicare beneficiaries
as enrollees and may not receive paymeﬁts under the program absent
a valid "Medicare+Choice" contract with the Secretary. See 111

Stat. 319 (Section 1857(a), to be codified at 42 U.S.C. 13%5w-

¥

27(a)) . !

Part C provides an enhanced st:att':nfory framework -- an entire
Section entitled "Benefits and Bene%iciary Protections" -- to
govern such issues as quality assuran%e, disputes over treatment,
grievances and appeals. See 111 Stat.i293 (Section 1852(g), to be
codified at 42 U.S8.C. 1395w-22(qg)). hs before, HMOs must in the
first instance determine for themselves whether they believe that
a requested treatment is appropriat ?(just as they would with
respect to non-Medicare enrollees). But, as a condition of
participaticn, HMOs must provide Medicé&e enrollees with a prompt,
clear, and understandable statement cﬁﬁcerning adverse decisions.

111 Stat. 293 (Section 1852(g) (1), tql be codified at 42 U.S.C.

1395w-22(g) (1)) . As before, an enrollee dissatisfied with such a
||"

decision may seek reconsideration. But, unlike the statute before

the district court, which did not .prescribe a deadline for

'reconsideration decisions, the new statute requires HMOs to issue

el
"
i
i

W

o
[
It
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re¢onsideration decisions within 60, days (or earlier if the
f

Secretary so directs). 111 Stat. 293 (Section 1852(g) (2) (A), to be

codified at 42 U.S.C. 1395w-22g(2) ujxg)). Moreover, unlike the
|

!
statute and regulations that were the subject of the district

|
court's decision, the new statute cortains expedition provisions

|
h

v
A

that require HMOs to issue decision% "not later than 72 hours

[after] receipt of the request for the determination or

reconsideration” in urgent cases. |' 111 Stat. 294 (Secticn

1852(g) (3) (B), to be codified at 42 UlS.C. 1395w-22(g) (3) (B)) .

Unlike the prior statute and regul%tions, the new statute also
addresses the <qualifications of lithe HMO ©reconsgsideration
i
decisionmaker. In particular, where|ithe basis for the initial

decision to reduce or deny services is! lack of medical necessity,
the reconsiderxation decision must be made by an HMO physician with

"appropriate expertise in the [relevag%} field of medicine." 111
t b

Stat. 293 (Section 1852{g) (2) (B}, to|be codified at 42 U.S.C.
1395w-221(g) (2) (B)) . In additionm, tHe physician addressing the

reconsideration request may not be the|lsame physician who made the

initial treatment decision. Ibid. |

All private HMO reconsideration delcisions denying or reducing

services are subject to review by a neutral, independent entity

selected by the Secretary. 111 Stat. %94 (Section 18%52(qg) (4), to

PR Y
.

be codified at 42 U.S.C. 1395w-22(g) (4)). Any enrcllee (but not an

HMO) dissatisfied with the result of] the determination of the

Py TR A

independent entity may seek a hearing [before an ALJ in HHS if the

amount in controversy exceeds $100.{{ 111 Stat. 294 (Section

1852(g) (5), to be codified at 42 U;F.c. 1395w-22(g) (58)). ALJ

|
1
decisions are subject to review by tTe DAE and, if the amount
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remaining in controversy after administ

i
{

either the HMO or the beneficiary may

review of the agency's decision.

New Medicare Part € also prL

substantial enforcement authority, in

g

monetary penalties and to terminate ¢

to comply with statutory or regulatéry

323-325 and (h),

(Sections 1857(q)
(h}).

substantial

1395w-27(g) and The new p

Secretary with fléxib

authority. Although the district’ co

read Section 1395mm(c) as barring th

(or renewing a contract) with any HMO ¢

comply with Medicare requirements; sed

Thidl.

—C

-
1
i
I+

=0

e e g == =

X
3

1
I

CTER T

-

rative review exceeds $1000,

i
u
¢

if aggrieved) seek judicial

vides Fhe Secretary with

luding the ability to impose

ntracts! with HMOs that fail
requireﬁents. See 111 Stat.
y be codified at 42 U.S.C.

bcedures also provide the

lity ih exercising that

ft and the court of appeals
;Secretéry from contracting
hat faiied substantially to

App., 19a-20a, 54a (citing

H K
42 U.S.C. 1395mm(c)), the new law omits the 'language upon which

those courts relied and does not othe

. i P
is a mandatory consequence of non—c;:l

Finally, the new law eliminates t

renew risk-sharing contracts under

principal statutory provision .at issus

of January 1, 1999. 111 Stat. 328 (

e
=
@

! Ssection 1395mm(c) (1) provided t
enter into a contract under ‘this
organization unless it meets the requ
(emphasis added). The new law merely p

contracts with healthcare organization

.
1

[ Se provﬁde that termination
}iance.%

he Secrétary's authority to
Section? 1395mm(g) -- the

in the aistrict court -- as

|
ding Section 1876 by adding

1
jat " [t]he Secretary may not
Bection| with an eligible

iﬁ?ments of this subsection.”

Iovides-'that the Secretary's
s under the Medicare+Choilice

program "shall provide that the organiration agrees to comply with

" the applicable requirements and standa

and conditions of payment as provided

319 (Section 1857(a), to be codified
! |

:
;
! ]

3#ds of [Part €] and the terms

lor in [Part C]." 111 Stat.

dt 42 U.S.C. 1395w-27(a)).

}
!
I
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to be codified

new subsection (k) (1), at 42 U.S.C. 1395mm(k) (1)) .°

all risk-sharing contracts

We have been informed by 'HHS that

entered into under Section 1395mm(g) expired effective December 31,

renewed: for 1999.°

1998, and that no such contracts.wére

b. appeal to the Ninth Circuit

On June 26, 1998 -- while!ithd
was still pending -- the Secretary iés ed interim final regulations

implementing the new Medlcare Part o4 See

dicare+Choice program.

ls reproduced at App. 1ll0a-

63 Fed. Reg. 34,568 (relevant portlu

139a). The regulations became appll able on January 1, 1999, at

g cycle for Medicare+Choice

{=

the beginning of the 1n1t1a1 contrdctl

HMOs. See id. at 34,968, 34,969, 34,9%6, 52,610.

Building on new Medicareé Part] C's enhanced procedural

protections for Medicare benéficiaries| the Secretary's regulations

require participating HMOS' to -issue prompt and understandable

il decisions. While the BEA

[} [ N 4 . : ] ;‘ i"
initial decisions and reconsideratior
, Lat

| o .
provides no deadline for initial-ﬁMO‘decisions, and the Section
N i i

court allowed delays of up

13955mm regulations before the disﬂrict

the Secretary' slnew.regu dtions recquire HMOs to make

to 60 daYS .

initial decisions in non- urgent cpsek "as expeditiously as the

res, but no later than 14

(beneficiary's] health condltion re
I

ln
i

L
2 New subsection (k) (1 btatJ'
standards for Medicare+Choire; organi
established * * * , the Secretary sha
sharing contract under this sectlon,.
"for any contract year beglnnlng on 0
Secretary shall not renew any such con
codified at 42 U.8.C. 1395mmi(k) (1)).

I

at, "on or after the date
tions .and plans are first
1l not enter into any risk-
and further provides that
after January 1, 1999, the
ract v 111 Stat. 328 (to be

3 We have been informe

extension of a Section 1395mm(g)

that became insolvent and is
The temporary extension
transition of enrcllees to ne
traditional £fee-for-service
February 28, 1899.

by HHS at it granted a temporary
con'“act with a New Jersey HMO
currently being operated by the State.

which : pr ?ed necessary to permit a
W, qualifyfing Medicare+Choice plans or

Med;Cﬁre will not extend beyond
|

-

.
S
I
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calendar days after the date the - organ:,zatn.on receives the

request." 63 Fed. Reg. at 35 o8 (adqd:.ng 42 C.F.R. 422.568(a)).
While the BBA (like the regulatleons befiore the district court) sets

60 days as the maximum time :.J.ml,t for resolutlon of ordinary

. . L : ] : ' .
reconsideration requests, the {Secrefary's :new regulations now

require that such decisions| be :nl:acie ithin 3:0 days in non-urgent
cases. JId. at 35,110 (addiizg 4'21 CF 422.590(a) (2)). PFinally,
all HMO notices informingi 'en'x:'oillleeﬁ of dienials of requested
services must, among other t:hlinés, state “theé 'fspecific reasons for
the denial in understandable languagd," andgl inform enrollees of

their reconsideration and appeal] rights. Id.!at 35,108 (adding 42

C.F.R. 422.568(d) (1)); see plsd [111 Stat. 293 (Section
‘ | '

1852 (g) (1) (B), to be cod:l.f:l.ed at 42-'U. .C. 139:553»:-22(9) {1) (B)). The

i' ]
requlations before the dlstrlct. cou_ , in contrast, required a

' £ ‘ .
statement of reasons, but d:Ld nct spe fically require that it be

understandable to ordinary people. © 43| C.F. R ‘417.608 (1996); see
also App. 46a-50a (cr1t1c1z:|.ng pfllor (0] not:.ces)

Unlike the Section 1395mrn :lregu tions lbefore the district
court, the new regulations a'lso I:=1d<:'.{_1:e.e'. the need for expedition in
particular cases, Pollc':'wndlgl: :t' BBA the Secretary's

1

Medicare+Choice regulations prova.de th

o
the health of the beneflclary,! . 1HM

t, where delays may threaten

s mus}'. make initial and

rs of the relevant request.

:(adding';=42 C.F.R. 422.572

reconsideration decisions w1t:}u 72 ho

See 63 Fed. Reg. at 35,198—35,:1’09

PR
pertaining to initial decisions)|;
i

422.590(d) pertaining to recéonsidera

At 35, 110 (adding 42 C.F.R.

ion) . ’ Moreover where an

enrollee is receiving authéf:izedi in— atient ihospital care, the

.Secretary g8 new regulat:.ons provn.de at the .HMO may not decide

l

.'~' i
T

l
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that the care is unnecessary absent

ﬂl

responsible for the in- patlent tre

C.F.R. 422.620(b)}. Even tqen,

. b

review from an independent peer
I

may not be discontinued dhtil : tha

decision.

The new requlations also address;

Among other things, they requlre HMOs

recongideration "a reasonable oppor

Hrelatgd

allegations of fact or law, .
0]
person as well as in writing”"

C.F.R. 422.586). And,

personnel in appropriate c1rcumstances

'l

the individuals who made thé 1n1t1&£

(adding 42 C.F.R. 422. sso(g)Kl) and

i
reconsideration decision bﬁ
l t

’
bi

L -

independent outside review orPaﬂizati s
T 3

v Id.

as an agent of the Secretar§
|‘|

atm.- .

thee=

Id. at 35,112-35, 113 (addl'

org |

i
i
Ul

Reg.

decis

| organization,

-he BBA:

IRV FRY]

1ce of the physician
at 35,112 (adding 42

may seek immediate

and the care

ization issues its

42 ciF R. 422.622).
he HMO decisional process.

Lo afford enrollees seeking

present evidence and
issue in dispute, in
at 35,110 (adding 42

they provide that

i
| and by |persormel other than

ilon. Id. at 35,111

Finally, any disputed

pe referred to an

]

)
that acts, under contract,

35,11? (adding 42 C.F.R.

'

422.592); 111 Stat. 294 (Secqhon r'ss2g) (4), to be codified at 42
. i I
U.S.C. 1395w-22(g) (4)). An lrolllee ssatinied with the result
, | | .
of the outside review organlzaticn's Hecision may seek a hearing
' i
I
before an ALJ, and either .the enr ﬂlee or| the HMO may seek
administrative review before the DhB ,fnd juT:cial review, as set
forth and subject to the limﬁ%aipibv1 d by statute. BSee pp. -
__, supra.’ ﬁ o
- T
(Y
! The statute and regulhtlons sc provide mechanisms for
monitoring and enforcing HMO compliano with |[grievance and appeal
requirements. The statute, f&r exampl,h requires HMOs to establish
ﬂ T
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4. On August 12, 1998 - after e

Part C,

regulations -- the court of appeals a

i l
1a—21ﬁ

?f the 1I

ore the d1

digtrict court. The o

App. .
consider the case in light

regulations that had been bef

Instead, the court of appeale!addresses

requlations before the distrert court?

| :
The court of appeals hﬁ%d that
reduce or deny services consthtutes gc

.,-..._,._a.‘..._.-

explained that, to establish éovernmen

i

|
show that "there is a suffchently cf

of

|

action of the latter may be' falrly tz

and the challenged action the rec

vl
I
itself." Bhum v. Y%

App. B8a (quoting

n_; . ——

and after the Secretary s

actment of the new Medicare

issuance of implementing

ffirmed the judgment of the

surt of appeals declined to
itervening revisions to the
strict court. See App. 20a.
!the case as if the original
@ere gtill in place.’

1 private HMO's decision to
gvernment action. Tﬁe court
-t action, the plaintiff must
bse nexus between the State
;ulated entity so that the
eated as that of the State

rgtskx 457 U.S. 8991, 1004

(1982)). It further noted théF, whlle“

by itself sufficient to attrlphte per

" [g) overnment action exists %f thereﬁ

and maintain provisions for mc
and administrative aspects o©
regulations make clear that =

nltorlng
i health|
Jch "eruall

s

overnment regulation is not

are actlon to the government,

‘f

s a symbiotic relationship

nd evaluating both clinical
lan operatlons, and the
'ty assurance' programs must

evance ar

monitor and evaluate the gri
Stat. 291 (Section 1852(e},

22(e)); 63 Fed. Reg. at 35,¢
addition, the Secretary may
substantlally with appeal and
terminating its contract. 63
422.510) .

o be'’ co
1182 Gaddl

grlevan
Fed |Reg?

|

° The statutory amendments were
government filed its reply brlef in
government accordingly 1nformed the C
later modify the requlrements 'for

Ay T

- -v»-'

not, at that time, bear on thﬁ 1seuesﬂ
Reply Br. 10 n.9. f

:-i ‘
.

{
1

RLL W

]
I

."

trept a-

C
&HMO grievance
.procedures, but that it had nop yet takie

appeal process. See 111
ified 'at 42 U.S.C. 1395w~
g 42 C.F.R. 422.152). Imn

HMO's failure to comply
. provisions as a ground for
1at 35,104 (adding 42 C.F.R.
' !
| !

pnacted shortly before the
the court of appeals. The
urt that the statute would
and  appeal
en effect and therefore did
Ipresante.d Sea Gov't C.A.

f

]
i
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with a high degree of 1nte£dependence between the private and

public parties such that they are -301nt participant [s] in the
b |

challenged activity.'" Id..a11: 8a-9a élquotingi Burton v. Wilmington

|

Parking Author., 365 U.S. 7158, 725 (1%61)) i

Applying those standards, the court held that "HMOs and the
i

federal government are essent:-.‘ally eng ged as |j oint participants to

provide Medicare services such that tI}e actions of HMOs in denying

H i |
medical services to Medicare benef:j.ciaries' and in failing to

provide adequate notice may fairly be attrlbuted to the federal

|

government." App. 9a-10a.: {The NintH C:chuJ.t reasoned that the

Becretary "extensively regu]lates the 224 Lv151on of Medicare services
by HMOs"; the HMOs must "f:omply E.th all federal laws and

requlations"; the Secretaryl Bys HMOs *l“for each enrolled Medicare

beneficiary (regardless o{f _tte‘ sexfr,rlces lprov1ded) ", and the

"federal government has érgeatec;i-_ the legail framework -- the

standards and enforcement r1e;:han:iems - witl:ain which HMOs" must

operate. Id. at 10a. iT'"Le courty of a}lppeals rejected the
|

Secretary's argument that HMO d’eci"s'ions to deriy or reduce treatment

are private determinations, made w:.thout government compulsion or
. .- i
influence. It held that, in|this ‘c"onte; L, suclh decisions "are more

"'l .| P
accurately described as * j*}* interpretations of the Medicare

statute" rather "than + # + * r]ﬁedi'ézall 5

iudgmentis. " and thus could be

properly attributed to the g!yoyernment App. lla. Turning to the

due process guestion, the court .Of ap::eals 1;1eld that, under the
balancing test establ:.shed |by Mat_;g . Elél,; ridge, 424 U.S. 319
{1976), the process HMOs prov1ded to Mad:i.care= beneficiaries under
Section 1395mm and the Secretsin:y 's prel\ April 1897 regulations was

less than their constltutlonal due, lav gely fior the reasons given
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by the district court. App;:lzaflea.r i
BN I.
The court of appeals alsp|rejected the Secretary's challenge

to the mature and scope of Ehe in
+

Congress had delegated 1mplementatn.o

Secretary, she argued that the d:|.'i

the matter to her for an: qxp

jdentified ills; and she dispu

district court's three-year ihjﬁhdtio:
Ve I

. '|
deadline, notice, hearing, and prbéee

Circuit declined to afford anyld

of appropriate process, App. if

a remand, id. at 18a & n.4. l
I

5. The Secretary sought rehe
petition emphasized that éhe

regulations contain substantlally

hearing and grievance procedurea

panel's decision. It asserted

jﬁnct

strlc:

e eren

d Il

ve remedy imposed. Because
of Sectlon 1395mm to the
courb should have remanded
?gltt

3 ruléﬁaking to cure the
i

he appropriateness of the
oy, whicb prescribed detailed

The Ninth

ng regquirements.

|
ce to the Secretary's views

ind rej?cted her regquest for

i
‘
'

'3

t

1l
v

.
' [
o

3 and r%hearing en banc. The

statutle and implementing

erent akd much more detailed

thosP considered in the

by

effectively "constltutzonallzlngp7

ability of Congress and. Fhe

safequards to the complex and

i
their patients. And it urged thg ourt

the case or to vacate the 1njumcﬂ

district court with 1nstructlpn

implementing regulations. Gov'

Reh'g En Banc 9-19. The co&r?

App. 22a-23a.

la
"

:Pet.

the lcourt's holding,
i

deciéions, impaired the

ary to tailor procedural
¥
relations between HMOs and

lof appéals either to rehear
|

R

nd rem%nd the matter to the

e
i
on

tb con51der]the new statute and

f
|or ReA g and Suggestion of

heals denied the petitionm.

REASONS FOR GRA]

Affirming the district ¢o

{E PETITION

| .
suanc? of a detailed and
I

=) v ..
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highly prescriptive nationwiaé'

this case held (1)

similar healthcare organization

when they deny Medicare enroliée

the HMO procedures required |

that Heal

=

:tlon,

—
e

the Ninth Circuit in

H- -
S e e = s =

=

n

e Organizations and

e
.:_g.
ar

-ftenanc

(HMOs:

equeﬁ

che qﬁcretary s now statutorily-

engage in government action

ts for|services and (2) that

superseded regulations under LZ'U;S.C.|1395mm were insufficient to
meet the requirements of due%éﬁécbsjﬁ Those rulings and their
practical consequences aré kﬁn|b éa@ significance in the
administration of the Medicar% ?%égéam ind ordinarily would warrant
plenary review by this Court. {?ﬁe lejPI lsSLes presented by this
case, however, are similar tq éﬁcse bu ore thlS Court in American
Manufacturers Mutual InSurancéﬁégl,let al (Sullivan, &t al., No.
97-2000 (argued Jan. 19,-199%)%{%%%co%?inglyl we suggest that the
petition in this case be held%p%’ﬁﬁhg fhe Cou%t's decision in that

case.
Moreover, shortly after ¢

1

Congrese comprehensively revi
é

s

enacting an entirely new Par|

l |

the new Medicare+Choice program

Secretary's regulations im.pl'1

J
greater procedural protectioas

enroll in HMOs; they eliminaﬁ

¢
the request for judicial relibf

U.S8.C. 1395mm(g), upon which)

appeals relied, of future eff
the challenge to the regulatia

and court of appeals is now ma

——"(D
=

——— e

tk

— A

it

holding the petition pending t

e e Lee eed

[
-Lt court ruled in this case,
treatment of HMOs by
icare Act, introducing
.provisions, and the

provide dramatically

1aries who choose to
rted éefects that prompted
gaseé and they deprive 42
rict co%rt and the court of
a“res@lt of those changes,
ated $y the district court
dingl%, we ask that, after
.:dur- 3 deci%ion in Sullivan, the

1

' '
i ' b
I

|

[,
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‘Court vacate the judgment'of

case with directioms to (1)

court and (2) remand the caa

any challenges respondents m:ghF:

ce t

cou

thatl|| court

implementing regqulations in ?igﬂt of
A. The Petition should Be| Held Eending
In American Manufacturérs ‘
v. Sullivan, et al.!{, b{o. 97-E
1. The FifthHAmendmenth grohib ion ag
It o

property without due pIOCEEF dors ngtt @&ppl
conduct; it applies only whe?e %4& a [oLEis
conduct can be fairly attri u:' d to t:l}:e g
Tarkanian, 488 U.8. 17%, 191 ¢19% f; Jd ké%n v
Co.. 419 U.S. 345, 349 (1974) . ;i onc d:i;.:l'lg &
otherwise private HMOs tovredudF or .

attributed to the federal'goveéh ent,|[the Ni

that the federal government and

as joint participants to prov

1
s- "are

particular, the Ninth Circuiti

a high degree of interdependénce

"for each

vid
)
has created the legal framewerk: -

;

mechanisme -- within whlch Hﬁ s%

The Ninth Circuit's ana

Secretary pays HMOs

(regardless of the services prf

|

i
established approach to the ! wEhi
I

"action" inquiries.

S ]

In ﬁeﬁérmil'

ual Insurance Co.,

M v A

of appeals and remand the

e judgment of the district

for cconsideration of

| to the new statute and its

e decision in Sullivan.

This Court's Dacision
et al.,

000 (argued Jan. 19, 1995).

aingt deprivations of
y to purely private
governmental, or the
overnment. NCAR Vv,
. Metropolitan Edison

hat the decisions of

ny: treatments are properly

inth Circuit reasoned

» egssentially engaged

vices." App. %a. In

cic relatidnship with

cause the "Secretary

a

an

whethe

+
o
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AT A TR

1

ana th%

-ributi

!d regulations”; the
edlcare beneficiary
"federal government
ards and enforcement
id. at 10a.

from this Court's
and

on" "government

r otherwise private
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conduct "is governmental in ?ha:acter,

to (1) "the extent toc which

assistance"” or the government

will, (2) "whether the act

governmental function," (3) |a

1056

L

9

- — "““"':__':-" ———

Hhe ac

ls HO&ICLV

z

is

"whe

o W AR

* this' Court normally looks
tor relies on governmental
= powefs in effectuating its
traditional

performing a

ther the injury caused 1is

aggravated in a unigque way) Ih'r:,the incidents of governmental
authority." Edmonson v. nggriﬁlé Condrete Cé., 500 U.8. €14, 621-
622 (1991); see Rlum V. _@m, 57 US 991, 1004 (1982)
{(government "normally can be !held ~:esponéible for a private

such significant encocuragemen

%t

=ycive power or has provided

at the ‘choice must in law be

ment] "

) ; Jackson, 419 U.S. at 353

deemed to be that of the tgoq:rn
o

(government action may be £

State.").
principles," Edmgonson, 500 U.

the Ninth Circuit's holding.

a. The first factor. -- whe
coercive power or has provided 5
that the choice must in law'

[government], " Blum, 457 U.S,
the Ninth Circuit's finding o
decide whether to providé a
effectuate their determinabioi

the fi

,looke

|
at.622

whereila private entity exercises

v the exclusive prerogative of the

.at none of those "three

. and none of them supports

H
.
1
L

ther the gove&nment "has exercised

'"h 51gn1f1cant encouragement * * %

~be dfemed to be that of the

'1004 -- pomnts squarely against

Jvernment actlon here. When HMOs

quested. 5erv1ce, make and

: goverpmental participation

they

. [ i
or assistance. Indeed, 1r|r§sect%on of {the Medicare statute
i
prohibits the "exercise [of] aﬂ?" goyernmental "supervision or
PR :I‘..H : 1 .
control over the practice of medicine: or the manner in which

!
Ll
]
I
4
1
1
|
1
I
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medical services are provided.": 42 U.s.c. 1|395.6
b. Likewise, HMO decisioﬁs in this con%ext do not constitute

! |
the exercise of some power "traditionally exclusively reserved to

the State." Jackson, 419 U.S. at FS2 . When Jn HMO decides whether

to provide a reguested treatment4 it does nét act as an agent of

: i

the government in pursuit of a goFern@ental interest; nor does it
distribute government resources! or iTreasqry funds. To the
contrary, HMOs confronted with !requésts fér' Medicare services
conduct themselves precisely as:theyfwould in the ordinary and
concededly private, non- Medicare Eontéxt- They exercise their own
private ‘Jjudgment as to whether they believe the service is
necessary o©r Yreasonable, ard thus W1th1n the scope of their
contractual and professional obllgatlons Moreover, the financial

consequences of any such dec;slon.is ﬂorne b} the HMO and the HMO
, I

l

¢ For that reason, this case iis difficult to distinguish from
Blum v. Yaretsky, 477 U.S. 991 (1982), in which this Court held the
exercise of ordinary medical. judgment| is not state action, even
where it may affect eligibility for government benefits. Although
the Ninth Circuit attempted to dlstlngulsh gi m by characterizing
HMO determinations as more in: the mature of intexrpretations of the
Medicare Act, rather than medlcal judgments], see App. 1l1lla, the

primary criterion employed by HMOS inlthls context -- whelher the
medical services are "reasonable’ and‘necessary," 42 U.S.C. 1395y(a)
-- requires essentially medlcal not legal, judgment. The

complaint in this case, morecver, demonstraFes that respondents
seek to challenge purely médical :judgments. jOne named plaintiff,
for example, alleged that she was; deniled physical therapy because
she could not follow therapeutlcllnstructlonb Cc.A. E.R. 10-11,
{ 22. Another plaintiff alleged that treatlng'phy31c1ans failed to
prescribe adeguate pain medication or|to or ler physical therapy.
C.A. E.R. 12-13, 40-41. Anothe' plalntlff much like the
plaintiffs in Blum, alleged that the HMO erroneously concluded that
skilled nursing care was not medically necess ry. C.A. E.R. 13-15,
{9 48-54. And yet another named|plaxnt1ff lleged that the HMO
denied speech therapy services on the ground that the therapy would
not be effective. C.A. E.R. 16,; 62 Whatever the merits of
those contentions, they plainly challenge decisions that turn on
.the exercise of professionall medlcal judgment that is
indistinguishable from the medical judgments that this Court held
to be private rather than state actlon 1n Blum.
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alone. Any services that 'the HMO pro
assets, and any savings realized accrue t

federal funds nor resources are implicated.

Nor is it correct to :suggést [hat HN

© it alone;

ol

&ides are paid for from its
I

neither

i0s somehow exercise

traditionally-governmental;adjudicatofy powers, sSee App. lla, or

that the Secretary's role -as adjudicator
disputes somehow converts' HMO decisions into

gee id, at 10a. An HMO ‘decision! repres
. on i

determination of what it believes its ?bligat
hardly concludes the matter. ;To the co%trary,
and current statutes and regulations, b%nefici
denials may invoke the ad}udicatory ma%hiner}
and the HMO then becomes a formal, a@%erse P
See 42 U.5.C. 1395mm(c) (5) (B); 42 C.FiR. 417
111 Stat. 294 (Section 1852%g)(4¥, t§ be cq
1395w-22(g) (4}); 63 Fed. Reg.:35,111 (5

of

éding 4

The adjudication, course, may

government action, and the.Secretary o
i

but ' that dd

j
éy ord

rl
the requested service, B3 not

otherwise private, initial decision finto g

Indeed, the HMO's role is little diffferent

. = Al
example, a private defendant 'confrontipng pote
. i
civil suit.
determination as to whether it consi

]

I H

whether to satiefy the asserted obliéation
I

declines to do so and the plaintiff ééeks a

of HMO-beneficiary
government conduct,
ents the BMO's own
ions to be, and thus

under both the prior

aries who dispute HMO

r established by law,

arty in the dispute.
.630-417.636 (1996} ;
ndified at 42 U.S.C.

2 C.F.R. 422.602(c)).

il
3$e11 involve considerable

r the HMO to provide
convert the HMO's
overnmental conduct.
than that of, for

ntial liability in a

Such a defendant wouj? alwdys make an initial

ers itSelf liable and thus

voluntarily. If it

n adjudication, that
1d a contrary course

ting in its role as
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neutral arbiter. But that does not EOnvert the initial private
‘l

decision whether toc meet the ebligaticn voluntarily, oxr instead to

dispute it and insist on adjuaication,;%nto government action. See
Edmonson, 500 U.S. at 627. (dec131ons ;whether to sue at all, the
selection of counsel, and any number offensulng tactical choilces in
the course of discovery and trlal mq; be without the requisite

governmental character").; For the same reason, the Secretary's
III
role as adjudicator of HMO beneflClaj? disputes does not convert

nmental decisions. Indeed,

2
& (as a party) and of the

private HMO determinationg into gove

given the distinct role éof; the HM

Secretary (as the adjudiéateri -- and given the statutory and

lary and HMOs adversaries in

many contexts -- the clalm that%'HMOs; exercise delegated
governmental functions is espec1a11y fll founded.’
C. Finally, there can be.no argument that "the injury caused

is aggravated in a unlque waylby the 1nc1dents of governmental

l

authority." Edmonson, 500, U. s. ;at 622t This is not a case, like

.
i"

Edmonson, in which a dlgnltary 1njury 5r stigma of the sort caused
[

by racial discrimination mlght be exaﬁerbated by an appearance of

governmental endorsement.' See id. at

%28. Instead, it is a case

’ Administrative appeal statlstlcs indicate that, in 1996 and
1997, the Secretary reversed HMO dete Inatlons in whole ox in part
in nearly 30% of all cases, Center foz Health Dispute Resclution,
Medicare HMO/CMP Reconsideraticn Dataﬂlsss -1997 (1998}. In some
instances, the HMO and the Secretarylimay be adverse parties in
contested legal proceedings. | Under tHe prior gtatute, if the HMO
wished to challenge one of:Secretary'sj: d&ClBionS, it could sue the
Secretary in an action for jud-01al review, 42 TU.8.C.
1395mm(c) (5) (B); and if tHe Secretaryljbelieved that a particular
HMO was not meeting its legal obllgatlpns, she could impose civil
money penalties or . other: sanctions, see 42 U.s.C.
-1395mm (1) (6) (A) (i) . The néw statute cehtains a similar provision.
111 Stat. 323-325 (Sections 1857 (g) and (h), to be codified at 42
U.S.C. 1395w-27(g)} and (h)). Co :
I8

b i
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in which HMOs make their own judgments
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56 to the appropriateness of

medical care, and the governmeﬁt provides adjudicatory mechanisms

through which those decisi
d. At bottom, the R
decisions and conduct to
rested primarily on the ™
U.S. at 1010, that there wc
a "symbiotic relationship
joint participant in’ t}
Wwilmington Parking Auth.,
Ninth Circuit relied upon #
commonn to heavily regulate
the facts that the "Secre
are required * * * to cc
Secretary 1s obligated |
meaningful * * * procedul
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insufficient basis for attii
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! 1
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gdhallenged.®

8 decision to attribute HMO
government appears to have

‘generalization," Blum, 457

gree of interdependence" and

rhat made the government “a

? activity.” Burton V.
725 (1961). The facts the
Lusion, however, are largely
' See'App. 10a (relying on

rely regqulates," that "HMOs

11 federal laws," that the

& * *

hat "HMOs providé

he "federal government has

. that the

work

|
‘al . regulati

difference t
for each co

HMO a flat, monthly rate
See Blum, 457 U.S. at 10

made by physicians and nur
despite "state subsidiza

90% of the patients").

neither encourages HMOs [to deny redquests:for treatment,
t of HMO dicisions from being visited

lh
services to
1th Benefits

prevents the financial imppc

exclusively on the HMO.

coverage were a sufficient |basig for at

government, HMOs providin
the Federal Employees Hea
seqg., would also all be g

]
tipn of} the opHrating and capital costs of

P

the facilities" and coverage for "th

I

1 (rejectin
ing homes ax

1 e tn|
at the go

the fact ¢

ernmhntjaC€

o
A

h respect tg

Secretary has
HMO decisions). Even the
on of. an industry is an

ise private decisions and

‘hat the government pays the

ered Medicare beneficiary.
|‘contention that decisions
. attributable to the State,

dical expenses of more than
ernment pays for coverage
nor

at the government pays for
ributing HMO conduct to the
government employees under
t of 1959, 5 U.5.C. 8801 et
rs.
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conduct to the government! "where the|||initiative comes from" the

i
gove

U.8. at 357; see id. at 380. oo

[{})
—/

private party "and not frog th ent]":itself. Jackson, 4189

M
i

ess holdlng is also incon-

vy e = e

2. The Ninth circutt's due pro

sistent with this Court'sg) dezlslons Rejectlng the Secretary's

request that her view of the approprla
be accorded substantial weight,

there is "nothing in Math é 5| V. ldrl ge or subsequent cases to

i —

e and @eanlngful procedures

i
=
o
Z

inth éircuit declared that

suggest that such is necdjfary or adv1 able. “n App. 13a n.3. That
was error: Mathews v. Eldriidge, 124 U.S. 319,5349 (1976) expressly

|
3 Y
states that, "[iln assessing what process is due * * % gubstantial

4

weight must be given to the:good-falth ﬁudgmeﬁhs of the individuals
H 1] 5:
charged by Congress withi the ddminigtratiqp of social welfare

programs that the procegures 'lchey have p%ovided assure fair

v
o

consideration."

For similar reasons, [jthe impositFon of ‘a detailed, judicial

injunction providing new zequiremenﬁs, rather than a remand order

directing the Secretary Yo Jr@mulgade new procedures through a
' ' |I b

participatory and fully p 1%& rulemaklng process, was error as

! f | A

well. Congress delegated mplementatlan of 42:U.5.C. 1395mm(g) and
. i

the creation of “meaningful" procedur

the Secretary, not to the court%. P C

s in t%e first instance to
[ SEC v Chenery, 332 U.S.
194, 199 (1947) (where p'ior:agency ctionﬁis set aside, "the
lagency is] bound to deal Iith.phe pr:rlem afresh performing the

function delegated to it by Congress ; Florida Power & Light Co.

v. Lorion, 470 U.S8. 729, [744 properfcourse where agency
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errs is to "remand to the

3. Government actid

to those raised in this

American Manufacturers Mut

al., No. 97-2000 (argued
appeals held that payment
insurers, as permitted by
State and inconsistent wit
139 F.3d 158 (3d Cir. 199
decisions in Sullivan and i
precise arguments that the

reversal there apply witl

 The district court
the Secretary to terminate
with the procedures it im
U.S. 329, 343-344 (1997).

1° Neither court of ap
action "principles" ident]
traditionally relied upon
both predicate a £inding
government's regulatory rg
with App. Sa-10a.

1 The state actioz
petitioners precisely mir:
97-2000 Pet. Br. at 20-21
insurer's non-payment de

defisivs are OT governmel

Eaée_are currently

DUJ_UdY

i
25 i

‘
!
f

questions very similar

ageney") .> |

n and due process

. before the Court in

3t al., v.

Sullivan, et

iThere, the court of
l

ade by %orkers' compensation

e CO., €
999} .

hal Insuranc

Jan. '19, 1

deciéions ™
State law, were botp attributable to the

Ih
h due process. See Sullivan v. Barnett,

8). Not only are &he court of appeals

n this case [remarkably similar,’® but the

4

'Sullivan petitioners made in support of

\ |, .,
ce in IL:hlB case as well.!!

h equal for
i

‘ . h . . .
also exceeded its %uthorlty in ordering
contracts with HMOs that fail to comply
posed.’ See| Blessing v. Freestone, 520

1
H

beals decisilon examines the three state-
'fied in Edmonson, [500 U.S. at 622, and
by this Cqut, see pp. __, supra, and
of ‘government action largely on the
le. Compare Sulliqan, 139 F.3d at 168,

|
.

i i,
1 arguments; raised by the Sullivan
or those ralised in{ this petition. See
(arguing that Statie does not influence
cision), 17722 (arguing that 1nsurer
ital benefits determinations), 22-25 (mo

unigie a?gravatlon. of 1iIn
nature of industry does nd

Ury [BY government), 26-32 (regulated
F render privare aztion attributable to

State) . And there are cle
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argquments as well,
implicitly concluded

constitutionally-protecte
services befpore their le
established, and that pre
certain contexts, App.
similar conclusions reache
2000 Pet. Br.

the treatment, and thus a

established), 42-44 (arguing that pre

For example,

5%?.

at 35-38 (ardu
disputed applications for treatment wh

in {this case the lower courts
hat ' respondents| could have a
property interest jin receiving medical
al éentitlement to! those services was
ldeprivation| processes were required in
'Petiticners in Sullivan challenge
by the court of appeals there. See 97-
ing that dpe process does not apply to
tre thejlegal entitlement to
erest therein, has not been
fdepriv?tion process is not

L

r

y

roperty int

[l
i
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Indeed, so closely related
cage filed an amicus brief
impact of the Court's deci
issue here.!?
pending the decision in Su

B. The Judgments B

Remanded To

Intervening Sta
Rbsent the obvious
Sullivan, the Ninth Circui
this Court's plenary revi
unconstitutional the Secre
statutory program;
requiring the Secretary
participating HMOs; and it
the conduct of thousands

offering serxrvices to hundre
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Accordingly'
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cary's implementati
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are the cases that
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strict:. Court For
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ew at the present

irms ‘a' detailed n
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constitutionalizes
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>ds of thousands of
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lead counsel in this
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ationwide injunction
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private individuals.

On August 5, 13897, ho&ever,‘CPngress comprehensively reformed

this area of law en

establishing the new "Meq
Budget Act of 1997, Pub.
275. At the time the dist
merely required that HMQ
hearing and resolving gri

Neither that statutory PpPTrg
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that the Court has not res
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claim of entitlement prote
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blved iwhether "appl

=

cted by the Due Pro
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Co I
I ;
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cess Clause").

=

bdicare Part C and

actiné ithe ' new M
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L. No. 105—33, §§ 4001-4002, 111 Stat.

rict court ruled, the governing statute

gful procedures for

1395mm{c) (5) (A).

ulations promulgated

, 942 (1986) (noting

icants for benefits,

have a legitimate

of Retired Persons,
Br. at 4, 7.
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under it required notices of adverse decisions to be framed in

understandable terms; neither addressed the gualificaticns of HMO

reconsideration decisionmakers:; and neltheg provided any rules
J

regarding expedition in urgent tases See qp __-_, supra. In
the view of the district court and the cdurt of appeals, the
practices that prevailed undLr that scheme did not afford
plaintiffs constituticnally ade&uate notice @r a constitutionally
sufficient opportunity to be heard | See pp. __-_ , Bupra. To
remedy the alleged def1c1enC1es lth,e dﬁstrlct court imposed and the

Ninth Circuit affirmed a detalled and lhighly prescriptive

injunction to regulate beneflclagy appeaISr specifying the form,
content, and timing of HMO notlveé and hearings.
The new statute and the Secretary s regulations promulgated

thereunder, however, dramatlcally expand the procedural and

substantive protections afforded.tolﬂedlcare beneficiaries enrolled

in private HMOs. Indeed, Congress gage specific attention to the

sorts of procedures it con51def;F Lecessary to protect beneficiary
|

rights, enacting a section !of jnew: ' Medicalre Part C entitled

| ! i :
nBenefits and Beneficiary Protlect.lon ." 111 Stat. 286 (Section
1852, to be codified at 42 U.SJC‘.JBBS
ik
statute and the implementing régpﬂatlons it required the Secretary

to promulgate now sSeparately 1'ia'ddresg the alleged deficiencies

-22) Consequently, the new

e
IR ¢ W

identified by the lower courts[igsée p'a - __L.supra. Among other

things, they specifically requlre HMOS to issue understandable

notices of decision, 111 Stet' 593 MSection 1852 (g) (1), to Dbe

codified at 42 U.S.C. 1395w- 226g)(1)),E63 Fed. Reg. 35,108 (1998)
(adding 42 C.F.R. 422. 568 (d) ) ;' they prov1de that medical necessity

decisions must be made by quallfled dlcal personnel, 111 Stat.




UZ/7UD/8Y L1laidil FAA LVULIVDLADE VU _uaa e

[}

i

¢ )
293 (Section 1852(qg) (2) (B), tq pe'ccgified at 42 U.S.C. 1395w-
22(g) (2) (B)}); 63 Fed. Reg..|at. 35,111 |{adding 42 C.F.R.

!
I ! H

422.590(g) (2)); and they mandabei" initial decisions (within

P
14 days) and reconsideration dféf

P
cases, and expedited dec151ons

hin 30 days) in all
burs) if delay could
jeopardize the health of the bene:“ Fed. Reg. at 35,108-
35,110 (adding 42 C.F.R. 422.56%(?: 422.590(a) - (d)); 111
Stat. 293-294 (Sections 1852(9}W;| to be codified at 42

U.8.C. 1395w-22(g) (2) and (3)) )% HMO determinations
i

adverse to the enrollee are éﬁﬁject'to autpmatic review by an
independent, third—party'actingkééjﬂuarecretary's agent, 111 Stat.
| 1
r L

294 (Section 1852(g) (4), to be! fied at 42 U.S.C. 1395w-

I'I' - '
22(g) (4)}; 63 Fed. Reg. at 35, llul.'.f(g‘:\'c:ld.gpg 42 C.F.R. 422.592)), and
| ' | {
dissatisfied beneficiaries maylohtain a hearing before an ALJ and

judicial review, as provided and éhbﬁecm to t L limits set forth in
i.';il
the statute. See pp. _ - _, sunr'.

'
«|
il

¥ The district court's conLll that HMO physicians might face

bl ol
| B,

_ﬁ;:ﬁ;:.g
[D = hme -
0]

disincentives to assisting enrdl in pursiing their requests,
App. 49a; see id. at 62a (en-oiﬁi g HMO £;eta11atlon against
healthcare providers), is -ad by the new statute and

(Section 1852(j) (3), to be
see,| e.g., 63 Fed. Reg.

(barring punitive action

questing expedition).

requlations as well. See 111 St
codified at 42 U.S.C. 1395w-22
35,108 (adding 42 C.F.R. 42'4_|
agalnst physician for assistance
* Although these new provisiic
the district court injunction, Ehe
approach to several key issues.y!
expedition prov1sions are more fa_ to beneficiaries inasmuch
as they require reconsideration ec1 ions w1th1n three calendar
days, see p. _ , supra, whereas [tH e disprict court's order requires
such decisions in three workingldqys, p. 62a. While the district
court required that detailed writiten otices lof initial decisions
be provided within five days evenﬂwherq*phe bepeficiary's health is
not in imminent jeopardy, and Congresel specifiied no specific time
frame in such cases, see H.R. Crrf' ep. o. 217, 105th Cong,
.1st Sess. 65 (1997) (noting that:an ress left that issue to the
Secretary), the Secretary selects a 14l day deadline, 63 Fed. Reg.
at 35,108 (adding 42 C.F.R. 4¢gﬂ€6?( ).  Finally, although the
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To: Elena Kagan/OPD/EOP

cc: Christopher C. Jennings/OPD/EQP, Devorah R, Adler/OPD/EOP
Subject: response to HHS's argument about Medicaid

From Chris as well;

Melicara

HHS argues that a decision about state action in Medicare is not applicable to Medicaid because
Medicare beneficiaries can always/return to fee-for-service, while Medicaid beneficiaries cannot not.
{Note: Under the BBA, by 2001, /beneficiaries will be locked into managed care plans for nine
months from when they join the plan).

Medicaid is not that different from Medicare -- millions of Medicaid beneficiaries have a
choice of managed care or fee-for-service.

- Only 2 states have 100 percent of beneficiaries in managed care {Tennessee and
Washington). States need 1115 waivers to require Medicare-Medicaid “dual
eligibles” and children with special needs to join Medicaid managed care plans. |n
10 states, less than 25 percent of beneficiaries are enrolled in managed care.

- Half {25) of states do not enroll any elderly or disabled Medicaid beneficiaries in
managed care. This, plus the choice of fee-for-service for some adults and children
account for the fact that 50 percent of Medicaid beneficiaries are not enrolled in

managed care.

Absurd to make the case based on whether a beneficiary chooses managed care. In
Medicaid, some children with special needs can choose but cannot be forced to enroll in
managed care -- while healthy children may be required to enroll. Under HHS’s logic, it
would bé alright to have no_private rnight of action for the sick child whose parents’ chose
managed care but not alright to take away the right of action from the healthy child.

Some Medicare-Medicaid dual eligibles are enrolled in managed care. For some elderly and
people with disabilities, Medicare covers their basic health services and Medicaid pays for
prescription drugs, Medicare cost sharing, etc. In this situation, the managed care plan
could be sued as a state actor in Medicaid but not in Medicare.
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TALKING POINTS AND Qs and As - FINAL
GRIJALVA APPEAL
Jamuary 22, 1999

. Today in the New York Times, it was reported that the Administration is in a bitter

dispute over the rights of Madicare beneficiaries. There is no bitter dispute. Secretary Shalala
has asked the Solicitor General to petition the Supreme Court in the case of Grijalva v. Shalala.
In Grijalva, a nationwide class action sult, the plaintiffs challenged a since-superceded appeals
process that applied when risk-based HMOs decided not to provide or arrange for services. The
Department believes that the courts should give appropriate consideration to the effect of the
strong new Medicare+Choice appeals provisions.

CONTACT: Lynnette Williama, HHS 690-7850
Talking polnta:

‘There is no dispute within the administration. Secretary Shalala has requested that the
Solicitor General petition the Supreme Court, and we anticipate that such a determination
will occur shortly.

Naither is there a conflict between our decision to appeal the case and our support for the
Patients' Bill of Rights. The Clinton Administration has always supported the right of
Medicare beneficiaries to appeal decisions by their HMOs. That's why we issued regulations
to ensure that Medicare beneficiaries in mansaged care have fair and prompt appeal rights and
called on Congress to pass a Patients’ Bill of Rights to ensure that all Americans have

adequate procedural protections.

'‘We are requesting that the Solicitor General act in this case not becanse we believe that the
appeal rights of beneflciaries should be diminished, but because we think that it is critical
that Congress and the Administration retain the flexibility to shape appeals procedures that

‘are Tailo: ever-ch g health care environment. We also continue to have
concerns about the repercussions of a ruling that essentially finds that HMOs should be

considered agents of the government.

The original Grifalva case was decided based on statutes and regulations that have since been
replaced by new, stronger protections. These regulations include some faster and more
comprehensive appeal rights than the court-ordered procedures, but do not impose the
administrative burdens of the court's approach.

Pl
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GRIJALVA QUESTIONS AND ANSWERS.
January 22, 1999

Q: How can you support the Patients’ Bill of Rights and appeal the Grijalva decision? If
you didn't fight, wouldn't this decision give beneficiaries new appeal righta?

A: The Clinton Administration has always supported the right of Medicare beneficiaries to
appeal decisions by their HMOs. That’s why we issued regulations to ensure that Medicare
beneficiaries in managed care have fair and prompt appeal rights and called on Congress to
enact e Patients’ Bjll of Rights to ensure that all Americans have adequate procedural
protections. .

We are requesting that the Solicitor General act in this case not because we believe that the

appeal rights of beneficiaries should be diminished, but because we think that it is critical

that Congress and the Administration retain the flexibility to shape appeals procedures that
are failored to the ever-changing health cars environment. We also continue to have
concaris about the repercussions of a ruling that essentially finds that HMOs should be
considered agents of the government.

The original Grijalva casc was decided based on statutes and regulations that have since
been replaced by new, stronger statutory and regulatory protections. These rules include
some faster and moye comprehensive appeal rights than the court-ordered procedures, but
do not impose the administrative burdens of the court’s approach.

Background: In October 1996, the district court ruled in favor of the plaintiffs. It held that
when a Medicare HMO dentes or reduces a beneflciary's services, that denial constitutes
governmental action and the beneficiary is therefore entitled to due process relating to
timely notice and appeal rights. Applying those principles to the Medicare appeals rules
then in effect, the court found those rules inadequate and established its own appeals
process as a remedy in the case. In August 1998, the appeals court qffirmed the district
court’s ruling. Before ihe court of appeals issued its decision, Congress enacted the new
Medicare+Chaice program containing new appeals provisions. These provisions were
implemented by new HCFA regulations on June 26, 1998. The court of appeals declined ro
consider the effect of these new provisions.

Q: Doesn't the Grijalva ruling give beneficiaries more rights -- and gnaranes them under
the constitution? '

A: Our new regulations implementing the new Medicare+Choice law give Medicare
beneficiarles enrolled in HMOs appeal righta that are, in significant ways, superior to what
the Grifalva court ordered. For example, the court would ellow plans to delay their
coverage decisions for up to 60 days, while the new HCFA rules limit these delays to 14
days. Medicare beneficiaries with emergency appeals have far more protections under the
new rules — Medicare would require these appeals to be decided as fast as the medical
condition of the patisnt requires, but never any longer than 72 hours. Under the court’s
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procedures, even these emergency appeals could take up to 5 days.

The conastitutional “guarantee” is basad on a finding that HMOas are, in effact, the
government, We believe that finding to be erronequs. This administration bas provided
protections to beneficiaries without relying on an incorrect state action analysis.

Q: What would be so bad about doing what the court ordered?

A: The new Medicare+Choice statute and regulations provide appeal rights that we balieve are
superior to what the court ordered in many ways, and they cen be improved through a
participatory, public, regulatory process - rather than through expensive and less flexible
judicial action — as HMO service delivery processes evolve. The Grifalva decision found
fault with an appeals process that has been replaced by the new Medicare+Choice
requirements. The new requirements, which were not in effect at the time of the court’s
ruling, give Medicare beneflciariea the strongest appeal rights of any HMO patients in the
country, including the right to appeal to an independent third party.

Q: Didn't you issue the new rules just to help you in this court ease?

A: No. The new niles were promulgated under new législaﬁon passed by Congress in July
1997, and to comply with the President’s order to implemcnt the Quality Commission's
recommendations in the Medicare program to the greatest extent possible.

Q: Won't appealing Grijalva undercut protections for Mcdicaid beneficiaries in managed
eare?

A: The Grijalva court case addresses grievance and appeals within the Medicare program.
Medicaid beneficiaries continue to have full appeal and due process protections under the
Medicaid statute and regulations, that cannot be affected by any ruling In Grijalva. The
Clinton Administration will continue to guara.ntee and improvc those protecnons We have

care provisions in the Balanced Bud et ct B ong other thmgs, these regulanons
provide for expedited decisions and reconsiderations in time-sensitive cases,

Q: Isn’t HCFA’s opposition to the court’s ruling similar to private health plans’
opposition to legislation and regulation?

A: No,itis not. HCFA is more than willing to be directed in its administration of the
Medicare program by congmssmnal and public input, as occurs in the legislative and
regulatory processes. This is evidenced by the strong appeal rights -- some mandated by
Congress, and others through regulation -- currently in place in the Medicare program.

legxslauve pmcwses are more responmve and ﬂaxible in dealmg with the ever-cha.nmng

health care environment.

Q: Are there any other court cases that impact or relate to Grijalva?

G ou S e etegmn . m————
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A: Yes. Thare is one currently pending in the Supreme Court, Sullivan v. American
Maeanufacturers Mutual Insurance, which involves a finding that private workers'
compensation insurer dacisjons constitute state action triggering due proceas obligations.
In Sullivan, like Grijalva, the court of appeale als¢ found that due process required that
peyment be made pending an extemal appeal.

Also, there was a 1996 decision by a district court in Arizona that found Medicaid-
contracting HMOs to be state actors subject to due process requirements. However, any
decisionsg in Sullivan or Grijalva would only result in the possibility of reopening the
Arizona finding if someone chose to re-litigate the case, based on any new findings in
Grijalva or Sullivan.
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QUESTIONS PRESENTED

Before 42 U.S.C. 1395mm was superseded, it authorized the
Secretary of Health and Human Services to enter into contracts with
private HMOs and similar healthcare organizations under which they
would receive a fixed, per-person monthly fee for each Medicare
beneficiary who chose to enrcll in {and to receive medical services
from) the HMO in place of traditional fee-for-services Medicare.
The HMO, in turn, was required to provide enrclled beneficiaries
with all medical services that Medicare ordinarily would cover.
Any disputes between the HMO and the beneficiary regarding services
ultimately would be resolved by the Secretary or her agents.

Alleging that HMOs participating in the Section 1395mm program
failed to provide beneficiaries with a meaningful opportunity to
contest decisions to reduce or deny service, plaintiffs filed this
nationwide class action lawsuit. They alleged that the HMOs were
"state actors" subject to the requirements of the Due Process
Clause of the Fifth Amendment, and that the procedures the HMOs
employed were inconsistent with the requirements of that Clause.
After plaintiffs filed suit and the district court issued an
injunction in plaintiffs' favor, however, Congress comprehensively
reformed the relevant legal and regulatory framework governing
reductions or denials of service. The new statutory scheme
withdraws the Secretary's authority to enter into contracts under
Section 1355mm, and replaces that provision with a new Medicare
Part C and a new "Medicare + Choice" program that offers wvastly

expanded procedural protections for enrolled beneficiaries.

(II)
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The questions presented by this case are:

1. Whether the decision by a Section 1395mm risk-sharing HMO to
refuse an enrolled Medicare beneficiary's request for health
services constitutes government action subject to the requirements
of the Due Process Clause of the Fifth Amendment.

2. Whether the district court properly issued a mandatory
injunction, creating new procedural requirements that HMOs must
follow and the Secretary must enforce under Section 1395mm, on due
process grounds.

3. Whether Congress's enactment of new Medicare Part C, which
supersedes the Secretary's authority to contract under Section
1395mm, and establishes a new "Medicare + Choice" program that
provides greatly enhanced procedural protections for Medicare
beneficiaries enrolled in private HMOs, renders the current dispute
moot, warranting vacation of the judgment below and a remand to the
district court for consideration of the new statutory and

regulatory scheme.

(III)
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IN THE SUPREME COURT OF THE UNITED STATES
OCTCBER TERM, 1598

No. 98-

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

PETITION FOR A WRIT OF CERTIORARI
The Solicitor General, on behalf of Donna E. Shalala,
Secretary of Health and Human Services, respectfully petitions for
a writ of certiorari to review the judgment of the United States
Court of Appeals for the Ninth Circuit.
OPINIONS BELOW
The opinion of the court of appeals (App., infra, la-__ ) is
reported at 152 F.3d 11165. The opinion of the district court
(App., infra, _ - ) is reported at 946 F. Supp. 747.
JURISDICTION

The judgment of the court of appeals was entered on August 12,

1998. A petition for rehearing and suggestion for rehearing en
banc was denied on November 12, 1998. App., infra, _ . The

jurisdiction of this Court is invoked under 28 U.S.C. 1254(1).
STATUTORY PROVISIONS INVOLVED
Relevant portions of the Medicare Act, as it existed when the
district court ruled, 42 U.S.C. 139%5mm (1994), are reproduced in

the Appendix to this petition. App., Ainfra, - . Relevant
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provisions of the Balanced Budget Act of 1997, Pub. L. No. 105-33,
§§ 4001-4003, 111 Stat. 270 (the BBA}, amending the Medicare Act,

are also reproduced in the Appendix to this petition. App., infra,

STATEMENT

The Ninth Circuit in this case affirmed a nationwide
injunction that prescribes additional terms that the Secretary of
Health and Human Services was required to include, and enforce, in
the contracts she entered into with Health Maintenance
Organizations and similar "managed care" providers (collectively
HMOs) under 42 U.S.C. 1395mm(g). Affirming that injunction, the
Ninth Circuit in this case held that (1) HMO decisions to deny
enrollee claims for medical services constitute "government action”
that must meet the requirements of due process; and (2) that the
procedural mechanisms imposed on HMOs by the Secretary at the time
this case was filed did not provide enrollees with the process that
was their constitutional due. Before the Ninth Circuit decided
this case, however, Congress enacted legislation to supersede the
provision (42 U.S.C. 1395mm) that prompted the district court to
enter the injunction, replacing it with a wholly new statutory
framework (Medicare Part C) which provides Medicare beneficiaries
who choose to enroll in HMOs with dramatically greater procedural
safeguards, protections, and review mechanisms. Moreover, toO
implement the new statute, the Secretary has since promulgated new
regulations that provide still greater safeguards for the Medicare
beneficiary community. Because those intervening legislative and
regulatory changes alter the fundamental nature of the current

dispute and render it moot, we respectfully request that the Court
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vacate the judgment of the courts below and remand the case to the
district court for consideration of the intervening legislative and
regulatory reforms. 1In addition, because of the close relationship
between the decision below and the issues before the Court in
American Manufacturers Mutual Insurance Company v. Sullivan, et
al,, No. 97-2000 (argued Jan. 19, 1999), we respectfully request
that the petition in any event be held pending decision in that
case and be disposed as appropriate in light of the Court's
decision there.

1. The Medicare program, established under Title XVIII of
the Social Security Act, 42 U.S.C. 1395 et seq., pays for covered
medical care for eligible aged and disabled persons. For many
years, Medicare operated in a manner similar to fee-for-service
medical insurance. Under fee-for-service arrangements, the
beneficiary first obtains needed medical care. The beneficiary or
his health care provider then submits a claim for reimbursement to
the Medicare program. Claims would then be reviewed by processing
agents known as "fiscal intermediaries" or "carriers!" -- private
companies that act under contract as the Secretary's fiscal agent
to evaluate claims and determine whether payment is authorized by
the Medicare statute. Where the fiscal intermediary or carrier
approves the claim, it is paid by the federal government out cf the
Medicare Trust Funds in the Treasury. This traditional payment
system is governed under Medicare Part A if the payment is for
covered care furnished by hospitals and other institutions, and by
Part B with respect to supplemental medical insurance for covered
physician services and certain other medical benefits.

a. In 1982, Congress added a provision to the Medicare Act to

e
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permit beneficiaries to obtain covered services in a fundamentally
different way -- by enrolling in private healthcare plans like
HMOs . See Pub, L. No. 97-248, § 114{a), ccdified at 42 U.S.C.
1395mm (1994). (Section 1395mm has now been superseded by new
Medicare Part C and the new "Medicare + Choice" program, as
discussed in greater detail below.) HMOs usually consist of a
network of health-care providers and institutions. While a patient
using a fee-for-service health plan normally chooses his own
physician and then submits a bill for reimbursement, patients using
HMOs generally must use a physician or hospital that has an
agreement with (ji.e., that participates in the provider network
pertaining to) his or her HMO. Because HMOs often operate
efficiently and are able to obtain discounts for medical services
from participating providers, they can offer their enrollees a more
comprehensive package of services -- including extras like coverage
for prescriptions -- at the same or even lower cost.

To permit Medicare beneficiaries to enroll in HMOs at
government expense, Section 1395mm authorized the Secretary to
enter into contracts with qualified HMOs. Medicare beneficiaries
would have the choice between traditional Medicare and having the
Secretary purchase private coverage for them from a participating
HMO. Two types of HMO contracts were authorized. First, the
Secretary could enter into a cost-based contract, under which the
Secfetary would reimburse the HMO's reasonable costs (based on
submitted reports) for services actually rendered to the enrollee.
See 42 U.5.C. 1395mm{h); 42 C.F.R. 417.530-417.576. Second, the
Secretary could enter into "risk-sharing" contracts. Under those

contracts, the HMO would be paid a flat-rate, monthly capitation
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payment -- that is, a monthly payment for each Medicare beneficiary
that chose to enroll with the HMC -- and the HMO, in return, would
provide each enrollee with the full range of services covered by
Medicare. 42 U.S.C. § 1395mm(g). Under such a risk-sharing
contract, the HMO rather than the Secretary bears the risks of
increased patient needs, as the monthly payments from the
government are not adjusted based on services actually used.
Instead, if the cost of providing required services to enrolled
beneficiaries exceeds the aggregate payments from the Secretary,
the HMO bears the loss. This case concerns only patients enrolled
in risk-sharing HMOs, i.e., HMOs that have entered into contracts
pursuant to 42 U.S.C. 1395mm(g), under which they bear the risks of
increasing costs.

Placing the risk of increased patient need gives HMOs an
incentive to provide preventive healthcare that can avoid costly
procedures later on, It also eliminates the incentive to over-
utilize expensive medical treatments, an undesirable feature of
fee-for-service systems. Finally, because HMOs must compete for
Medicare enrollees -- Medicare beneficiaries can always switch to
another participating HMO or return to traditional fee-for-service
Medicare, 42 C.F.R. 417.461 (1997) -- competitive forces should
compel HMOs to pass some of the cost savings back to enrollees in
the form of better or more comprehensive services as a way of
attracting or retaining them. Nonetheless, some health care
experts and patient advocates point out that flat-rate capitation
arrangements may create economic incentives for HMOs to cut costs

by improperly restricting access to necessary medical care. See

generally Stayn, Securing Access To Care In Health Maintenance
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Procedureg, 94 Col L. Rev, 1674 (19%4).

Under 42 U.S.C. 1395mm, HMOs were required to provide
"meaningful procedures for hearing and resolving grievances" be-
tween themselves and enrolled members. 42 U.S.C. 13%94mm{c) (5) (A) .
The HHS regulations before the district court provided that, when
an HMO denied a request for services, it had to give the enrollee
notice of the decision, including the reasons for the denial and
information about reconsideration rights, within 60 days. 42
C.F.R. §§ 417.608-417.612 (1995). Neither the statute, nor the
regulations, however, provided a deadline for the issuance of
recongideration decisions. Neither the statute nor the regulations
provided an expedited decision mechanism for cases involving urgent
medical needs. See 63 Fed. Reg. 23,369 (noting that deficiency in
the former regulations). And neither the statute nor the
regulations attempted to address, in any way, the qualifications or
identity of HMO decisionmakers, or the ability of plan enrollees to
participate in or present evidence during that process. They did
provide, however, that HMO enrollees who were dissatisfied with the
HMO's decision could bring the matter before the Secretary or her
agents for resolution. See 42 U.S.C. 1395mm(c) (5) (B).'

2. Respondents are the named representatives of a nationwide

! The Secretary's regulations provided that any adverse HMO

decision, after reconsideration, would be turned over to HCFA (or
ite agent) for review, and that the member would have the right to
present evidence in person as well as in writing. 42 C.F.R. §8§
417.614-417.626 (19295). Finally, any member aggrieved by HCFA's or
its agent's decision could, subject to a relatively low amount in
controversy requirements, seek a hearing before an Administrative
Law Judge (ALJ), review before the ALJ Appeals Council, and then
judicial review. 42 C.F.R. §§ 417.630-417.636 (1995).
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class of individuals covered by Medicare who chose to enroll in
risk-based HMOs under Section 1395mm. They alleged that the HMOs

were not providing legally adequate notice and appeal rights with

respect to decisions to reduce or deny services. More effective
preocedures, they asserted, were required by Section
1395mm(c) (5) (A). They further claimed that, because the initial

HMO decisions constituted “state action" affecting constitutionally
protected property interests, the processes 1leading to these
decisions had to meet the strictures of the Due Process Clause.
The then-existing processes, respondents asserted, did not.

a. After certifying respondents as the representatives of a

nationwide class, the district court granted their motion for

partial summary judgment. App., infra, at __ . The challenged HMO
decisions, the court concluded, are properly attributable to the
federal government; as a result, it also concluded that HMO
decisional processes must comport with the Due Process Clause.
App., infra, at __. The court further held that the decision-
making procedures then in effect did not afford plaintiffs the

process that was their constitutional due under Mathews v.

Eldridge, 424 U.S. 319 (1976). The district court faulted the
forms of notice used by HMOs, see App., infra, at _ -_ ; the

claimant's inability to present evidence, or have his physician
present evidence, to the HMO for purposes of reconsideration, App.,
infra, at - ; and delays in decisionmaking with respect to
patients needing immediate medical care, App., infra, at _ -
Accdordingly, on March 3, 1997, the district court imposed a

mandatory injunction that created detailed notice and hearing

reguirements. The injunction commands the Secretary to require
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that HMOs provide a written notice of any decision that "denies,
terminates or reduces services or treatment" within five days of an
oral or written request for that care unless "exceptional
circumstances" warrant additional time. App., infra, at _ . The
notice must be printed in 12-point type, explain the basis of the
decision, and advise beneficiaries of their appeal rights. Id.
The injunction also requires that HMOs honor reconsideration
requests, and permit "informal, in-person communication" between
the beneficiary and the decisionmaker. Id. If a doctor asserts
(or other evidence suggests) that services are urgently needed, the
HMO must resolve the reconsideration request within three working
days. Id. at __. Finally, where "acute care services" are at
issue, the HMO must provide a hearing before denying the request;
it cannot discontinue those services (or decline payment therefor)
until after the initial decision and the reconsideration process is
completed. App., infra, at __.°

The injunction further requires the Secretary to undertake
enforcement actions against HMOs that do not substantially comply
with these requirements. 1In particular, the Secretary is required
to monitor and investigate compliance with all requirements, and is
barred from contracting with, or renewing a contract with, a
deficient HMO. App., infra, at __. The order specifies that the
district court will retain jurisdiction over the case for a three-

year period, and permits respondents to return to the court for

? The injunction also requires the Secretary to ensure that

HMOs do not prevent health professionals (such as HMO doctors) from
agsisting members in obtaining evidence for the appeals process,
and bars the Secretary from contracting with any HMO that, in any
single instance, has retaliated against a doctor who aids a
beneficiary in the appeal process. App., infra, at

5
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additional relief if implementation of the reguired appeal and
grievance procedures does not redress their claimed injuries.
App., infra, at __

b. The Secretary moved the district court to stay its
injunction pending appeal, and the district court granted the
motion. App., infra, at __ . In seeking the stay, the Secretary
pointed out that on April 30, 1997 -- jusf after the district court
entered its injunction -- the Secretary issued new HMO regulations
in interim final form. 60 Fed. Reg. 23,368. The Secretary noted
that the regulations made several significant changes in notice and
appeal procedures. Among other things, the revised regulations
provided a new procedure for expedited review in appropriate cases:
Although HMOs would have 60 days within which to make ordinary
determinations, they would have only 72 hours to make decisions
where delay could seriously jeopardize the beneficiary's life,
health, or functioning. See id, at 23,370-23,371; see alsoc id. at
23,375 {(adding 47 C.F.R. 417.608 and 417.609). The district court
concluded that a stay was warranted in light of these regulatory
modifications, reasoning that "the hardships faced by the
Plaintiffs ocutweigh those of the Defendant, but that the entire

case may become largely moot if the Secretary's attestations

regarding rule changes are implemented without delay." App.,
infra, at __
3. The Secretary appealed the district court's March 3, 1997

Order. While the appeal was pending, Congress (on August 5, 199%97)
overhauled Medicare's statutory and regulatory structure with
respect to HMOs as part of the Balanced Budget Act of 1997, Pub. L.

No. 105-33, §§ 4001-4003, 111 Stat. 270 (the BBA).
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a. To replace Section 1395mm, the BBA creates an entirely
new Part to the Medicare Act -- Part C -- and establishes the
"Medicare + Choice" program. "Medicare + Choice" is designed to

offer beneficiaries a widely expanded choice of alternatives to
traditional Medicare fee-for-services coverage. These options
include participation in traditional, privately-run fee-for-service
plans, HMOs, and other private managed care organizations at
government expense, as well as new medical savings account plans.
See 111 Stat. 276 (to be codified at 42 U.S.C. 1395w-21(a) (2)).
See also H.R. Rep. No. 217, 105th Cong., 18t Sess., 585 (1997).

The new law directs the Secretary to implement that program by
establishing a process through which Medicare beneficiaries can, at
their option, have the Secretary acquire coverage for them through
participating private HMOs and other healthcare organizations. 111
Stat. 278 (to be codified at 42 U.S.C. 1395w-21(c) (1)).  HMOs
cannot accept Medicare beneficiaries as enrollees under the
program, and may not receive payment, absent a valid "Medicare +
Choice" contract with the Secretary. See 111 Stat. 319 (creating
new Section 1857(a), to be codified at 42 U.S.C. 1395w-27).

The Act also provides a new and greatly enhanced statutory
framework -- an entire Section entitled "Benefits and Beneficiary
Protections" -- to govern such issues as quality assurance,
disputes over treatment, grievances and appeals. See 111 Stat. 286
(to be codified at 42 U.S.C. 1395w-22(g)). As before, HMOs must in
the first instance determine for themselves whether or not they
believe that the requested treatments are appropriate (just as the
would with respect to non-Medicare enrollees). But, as a condition

of participation, HMOs must provide Medicare enrollees with a
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clear, understandable statement concerning adverse decisions on a
timely basis. Id. at 293 (to be codified at 42 U.S.C. 1395w-
22(g) (1)). As before, any enrollee dissatisfied with the decision
can seek reconsideration. But, unlike the statute or regulations
before the district court, which did not give a deadline for
reconsideration decisions, the new statute requires HMOs to issue
such reconsideration decisiong within 60 days (or earlier if the
Secretary so directs). Ibid. (to be codified at 42 U.S.C. 1395w-
22g(2) (A) . Moreover, unlike the statute and regulations before the
district court, the new statute contains expedition provisions
which require HMOs to issue decisions "no later than 72 hours
[after] receipt of the request for the determination or
reconsideration" in urgent cases. Id, at 293-294 (to be codified
at 42 U.S.C. 1395w-22(g)} (3)).

Unlike the prior statute and regulations, the new statute also
addresses the gqualifications and identity of the HMO
reconsideration decisionmaker. 1In particular, where the basis for
the initial decision to reduce or deny services is lack of medical
necessity, the reconsideration decision must be made by a HMO
physician with "appropriate expertise in the [relevant] field of
medicine." Ibid. (to be codified at 42 U.S.C. 1395w-22{(g) (2) (B)).
In addition, the physician addressing the reconsideration request
cannot be the same physician who made the initial treatment
decision. Ibid.,

As before, all private HMO treatment decisions denying or
reducing services are subject to review by a neutral, independent
entity selected by the Secretary. Id, at 294 (to be codified at 42

U.S.C. 1395w-22(g) (4)). Any enrollee (but not an HMC) dissatisfied
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with the result of that independent reviewer's decision may seek a
hearing before an ALJ if the amount in controversy exceeds $100.00.
111 Stat. 294 (to be codified at 42 U.S.C. 1395w-22(g) (5)}); see
also 63 Fed. Reg. 35,110 (adding 47 C.F.R. 422,600). ALJ decisions
are subject to review by the Departmental Appeals Board (DAB) and,
if the amount in controversy exceeds $1,000, the DAB's decision is
subject to judicial review. 111 Stat. 294 (to be codified at 42
U.S.C. 1395w-22(g) (5)); see also 63 Fed. Reg. (adding 47 C.F.R.
422.608, 422.612). HMOs and other healthcare organizations
participating in the program are strictly prohibited from
interfering with the efforts of healthcare professionals from
providing advise to beneficiaries. See 111 Stat. 294 (to be
codified at 42 U.S.C. 1395w-22(3) {(3}).

New Medicare Part C also provides the Secretary with
substantial enforcement authority, including the ability to impose
monetary penalties and to terminate contracts with HMOs that fail
to comply with statutory or regulatory requirements. See 111 Stat.
324-325 (adding new Section 1857(g) and (h), to be codified at 42
U.S.C. 1394w-27{(g) and (h)). The new procedures also provide the
Secretary with substantial flexibility in exercising her
enforcement authority. Although the district court and the court
of appeals read Section 1395mm(c) as barring the Secretary from
contracting, (or renewing a contract) with any HMO that failed
substantially to comply with Medicare regquirements, see App.,
infra, at 1%a, __  {(citing 42 U.S.C. 1395mm{c)), the new statute
omits the language upon which those courts relied, and nowhere

provides that termination is a mandatory penalty for non-
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compliance.?®

Finally, the new law eliminates the Secretary's authority to
contract with HMOs under Section 1395mm -- the principal statutory
provision at issue in the district court -- as of December 31,
1998, subject to limited exceptions. 111 Stat. 328 (adding new
subsection (k) (1) to Section 1395mm, to be codified at 42 U.Ss.C.
1395mm(k) (1)) .* The Department of Health and Human Services
advises that all risk contracts entered into under Section 1395mm
expired effective December 31, 1998, and that no such contracts
were renewed for 1999.°

b. On June 26, 1998 -- while the appeal to the Ninth Circuit
was still pending -- the Secretary issued interim final regulations
implementing new Medicare Part C and the Medicare + Choice program.

See 63 Fed. Reg. 34,968 (June 26, 1998). These regulations took

* Section 1395mm(c) provided that "[tlhe Secretary may not

enter into a contract under this section with an eligible
organization unless it meets the requirements of this subsection
* * * " (emphasigs added). The new law merely provides that the
Secretary's contracts with healthcare organizations under the
Medicare + Choice program "shall provide that the organizaticn
agrees to comply with applicable requirements and standards of
[Part C] and the terms and conditions of payment as provided for in
[Paxrt C]." 111 Stat. 319 (new Section 1857(a), to be codified at
42 U.S.C. 1395w-27(a)).

* New Subsection (k) (1) of Section 1355mm states that, "on or
after the date standards for the Medicare + Choice organizations
and plans are first established * * * the Secretary shall not enter
into any risk-sharing contracts under this Section," and further
provides that "for any contract year beginning on of after January
1, 1939, the Secretary shall not renew any such contract." 111
Stat. 328 (creating new 42 U.S.C. 1395mm(k) (1)) .

> The Secretary has granted a temporary, one month extension
of a contract with a New Jersey HMO that became insolvent and is
currently being operated by the State. The temporary extension --
which proved necessary to permit a transition of enrollees to new,
qualifying Medicare + Choice plans or traditional fee-for-service
Medicare -- will not extend beyond February 28, 1999.
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effect on January 1, 1999, at the beginning of the contracting
cycle for HMOs participating in Medicare + Choice. See 63 Fed.
Reg. 52,610 (Oct. 1, 1998); 63 Fed. Reg. 34,968, 34,969, 34,976
{June 26, 1998).

Building on the statute's enhanced procedural protections for
Medicare beneficiaries, the Secretary's regulations require
participating HMOs to issue prompt initial decisions and
reconsideration decisions. Although the BBA provides no deadline
for initial HMO decisions and the Section 13955mm regulations
before the district court allowed delays of up to 60 days, the
Secretary's new regulations require HMOs to make initial decisions
in non-urgent cases "as expeditiously as the [beneficiary's] health
condition requires, but no later than 14 calendar days after the
date the organization receives the request." 63 Fed. Reg. 35,108
(adding 42 C.F.R. 422.568(a)). And while the BBA sets 60 days as
the time limit for resclution of ordinary reconsideration requests,
and the Section 1395mm regulations before the district court gave
no deadline, the Secretary's new regulations now reguire such
decisions to be made within 30 days, 63 Fed. Reg. 35,110 (adding 42
C.F.R. 422.5%0(a) {2)).

Unlike the Section 1395mm regulations before the district
court, the new regulations also address the need for expedition in
particular cases. Following the BBA, the Secretary's new
regulations provide that, where delays may threaten the health of
the beneficiary, HMOs must make initial and reconsideration
decigions within 72 hours of the relevant request. See 63 Fed.
Reg. 35,108-35109 (adding 42 C.F.R. 422.572 pertaining teo initial

decisions); 63 Fed. Reg. 35,110 (adding 42 C.F.R. 422.590(d)
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pertaining to reconsideration). Moreover, where an enrollee is
receiving authorized in-patient hospital care, the Secretary's new
regulationg provide that-the HMO cannot decide that the care is
unnecessary absent concurrence of the physician responsible for the
in-patient treatment. 63 Fed. Reg. 35,110 (adding 47 C.F.R.
422.620(b)). Even then, the enrcllee can seek immediate review
from an independent peer review organization, and the care cannot
be discontinued until that organization issues its decision. Id.
at 35,110-35,111 (adding 47 C.F.R. 422.622).

The new regulations also address enrollee participation in the
decisional process. While the Section 1395mm regulations before
the district court nowhere provided enrollees with the right to
present evidence or argument to HMO decisionmakers, the Secretary's
new regulations ©require HMOs to give enrcllees seeking
reconsideration "a reasconable opportunity to present evidence and
allegations of fact or law, related to the dispute, in person as
well as in writing." 63 Fed. Reg. 35,110 (adding 47 C.F.R.
422.586). Finally, any disputed reconsideration decision must be
sent for adjudication by an independent outside review organization
that acts, under contract, as an adjudicatory agent for HCFA. 63
Fed. Reg. 35,111 (adding 47 C.F.R. 422.592); 111 Stat. 294 (to be
codified at 42 U.S.C. 1395w-22(g)(4)). An enrollee dissatisfied
with the result of the outside review organization's decision can
seek a hearing before and ALJ, and judicial review, as set forth in

the statute. See pp. - , supra.®

® The statute and regulations also provide mechanisms for

monitoring and enforcing HMO compliance with grievance and appeal
requirements. The statute, for example, requires HMOs to establish
and maintain provisions for monitoring and evaluating both clinical
and administrative aspects of health plan operations, and imple-
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4, On August 12, 1998 -- after enactment of new Medicare
Part C and the "Medicare + Choice" program, and after the
Secretary's issuance of new implementing regulations -- the court
of appeals affirmed the judgment of the district court. The court

of appeals declined to remand the case for reconsideration in light

of the new statute and the Secretary's revised regulations. See
App., infra, at . Instead, the court of appeals addressed the

case as if the statute and the regulations that were before the
district court were still in place.’

Beginning with the question of "state action," the court of
appeals held that a private HMO's medical judgment that a
particular medical treatment is not necessary constitutes "state
action." The court explained that, to establish government action,
the plaintiff must show that "'there is a sufficiently close nexus
between the State and the challenged action of the regulated entity

so that the action of the latter may be fairly treated as that of

the State itself.'" App., infra, at 8a (quoting Blum v. Yaretsky,
457 U.S. 891, 1004 (1982}). It further noted that, while

menting regulations make clear that these "guality assurance"
programs must include evaluation of the grievance and appeal
process. See 111 Stat. 291 (adding new Section 1852(e), to be
codified at 42 U.S8.C. 1395w-22(e)); 63 Fed. Reg. 35,082 {(adding 42
C.F.R. 422.152{ec) {I) (ii}) . In addition, the regulations make it
clear that the Secretary may treat an HMO's failure to comply
substantially with appeal and grievance provisions as a ground for
terminating its contract. 63 Fed. Reg. 35,104 (adding 42 C.F.R.
422.510) .

’” The statutory amendments were enacted shortly before the
government filed its reply brief in the court of appeals. The
government accordingly advised the Court that the statute would
eventually modify the requirements for HMO grievance and appeal
procedures, but that it had not yet taken effect and therefore did
not, at that time, bear on the issues presented. See Gov't C.A.
Reply Br. 10 n.9.
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government regulation is not by itself sufficient to attribute
private action to the government, "[g]lovernment action exists if
there 1is a symbiotic relationship with a high degree of

interdependence between the private and public parties such that

they are 'joint participant[s] in the challenged activity.'" App.,
infra, at 8a-9a (quoting Burton v. Wilmington Parki ority,

365 U.8. 715, 725 (1561)).

Applying those standards, the court held that "HMOs and the
federal government are essentially engaged as joint participants to
provide Medicare services such that the actions of HMOs in denying
medical services to Medicare beneficiaries and in failing to
provide adequate notice may be fairly attributed to the federal
government." App., infra, at %a. The Secretary, the Ninth Circuit
reasoned, "extensively regulates the provision of Medicare services
by HMOs"; the HMOs must "comply with all federal 1laws and

regulations"; the Secretary pays HMOs "for each enrclled Medicare

beneficiary (regardless of the services provided)"; and the
"federal government has created the legal framework -- the
standards and enforcement mechanisms -- within which HMOs" must

operate. App., infxa, at 9a-10.

The court of appeals rejected the Secretary's argument that
HMO decisions to deny treatment are private determinations, made
without government compulsion or influence. Although such
decisions may involve the same sort of Jjudgment that HMOs
ordinarily make with respect to non-Medicare enrollees, the court
of appeals held that in this context those decisions "are more
accurately described as * * * interpretations of the Medicare

statute" rather "than * * * * medical judgments" and thus could be
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properly attributed to the government. App., infra, at 1lla.

Turning to the due process question, the court of appeals held
that, under the balancing test established by Mathews v. Eldridge,
424 U.S. 319 (1976), the process HMOs provided to Medicare
beneficiaries under Section 1395mm and the Secretary's pre-April
1997 regulations was less than their constitutional due. App.,
infra, at 12a-18a. It reasoned that: (1) the beneficiaries had a
substantial interest in Medicare coverage, (2) the previously
employed notices of adverse decisions created a substantial risk of
erronecus deprivation by failing to state the reasons for denial
and by failing to apprise beneficiaries of their appeal rights, and
{(3) the Secretary had failed to demonstrate that additional
procedures would be unduly burdensome. Ibid,

The court of appeals also rejected the Secretary's challenge
to the nature and scope of the injunctive remedy imposed. Because
Congress had delegated implementation of Section 1395mm to the
Secretary -- and because it was the Secretary's implementation of
that provision that was found wanting -- the Secretary argued that
the district court should have remanded the matter to her for an
expedited rulemaking to cure the identified ills; and she disputed
the appropriateness of the district court's three-year injunction,
which prescribed detailed deadline, notice, hearing, and proceeding
requirements. The cases upon which the Secretary relied, the Ninth
held, were distinguishable. App., infra, at 18a.

5. The Secretary sought rehearing and rehearing en banc. The
petition noted that the new statute and implementing regulations
contain substantially different and much more detailed hearing and

grievance procedures than those considered in the panel's decision.

&

T

i
F
1

L

X
PEERT

T L ST

i



19
It asserted that the court's holding, by effectively
"constitutionalizing"® HMO decisions, impaired the ability of
Congress and the Secretary to tailor procedural safeguards to the
complex and varied relations between HMOs and their patients. And
it urged the court of appeals to either rehear the case or to
vacate the injunction and remand the matter to the district court

with instructions to consider the new statute and implementing

regulations. The court of appeals denied the petition. App.,
infra, at
DISCUSSION

Affirming the district court's issuance of a detailed and
highly prescriptive nationwide injunction, the Ninth Circuit in
this case held (1) that Health Maintenance Organizations and
gsimilar healthcare organizations (HMOs) constitute "state actors"
when they deny or dispute claims for treatment made by Medicare
enrcllees and ({(2) that the now-superseded HMO procedures imposed
under 42 U.S.C. 1395mm were insufficient to meet the requirements
of due process. Becauge the court of appeals' decision raises
issues similar to those that this Court will be addressing in

ican Manufacturers Mutual TInsu e Compa v, Sullivan, et
al,, No. 97-2000 (argued Jan. 19, 1999}, the petition should be
held pending the Court's decision in that case. Moreover, shortly
after the district court ruled in this case, Congress
comprehensively revised Medicare's treatment of HMOs by enacting an
entirely new Part of the Medicare Act -- Medicare Part C -- and
introducing the new Medicare + Choice program. Those new
provisgions, and the Secretary's regulations implementing them,

provide dramatically greater procedural protections for
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beneficiaries who choose to enroll in HMOs; they eliminate the
grievances that prompted the request for judicial relief in this
case; and they deprive 42 U.S.C. 1395mm, upon which the district
court and the court of appeals passed and relied, of future effect.
As a result of those changes, the current dispute is moot.
Accordingly, we ask that, in addition to disposing of the petition
as appropriate in light of this Court's decision in Sullivan (once
it is issued), the Court also vacate the judgments of the court of
appeals and the district court as moot and remand the case to the
district court for consideration of the new statute and

implementing regulations.
A. The Petition Should Be Held Pending This Court's Decision
In American Manufacturers Mutual Insurance Company V.

Sullivan, et al,, No. $7-2000 (argued Jan. 19, 199%).

The state action and due process issues presented by this case
are strikingly similar to the issues before the Court in American
Manpufgacturers Mutual Insurance Company v. Sullivan, et al., No. 97-
2000 (argued Jan. 19, 1999). Sullivan concerns a constitutional
challenge to the payment procedures established by Pennsylvania's
Workers' Compensation Act, Pa. Stat. Ann., tit. 77, § 531(5), (6)
(West Supp. 1998) (77 Pa. Stat.). That statute establishes an
exclusive system of no-fault liability for work-related injuries,
under which employers or their insurers must pay "for reasocnable
surgical and medical services" for any employee disabled on the job
"within thirty (30) days of receipt of [the] bills." 77 Pa. Stat.
§ 531(1) (i), (5) (Supp. 1998); 77 Pa. Stat. §§ 431, 481(a), 501
(Supp. 1998). If the T"employer or insurer disputes the
reasonableness or necessity of the treatment provided" for a

covered injury, however, it may defer payment -- that is refuse to
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pay for the treatment -- and file a request for "utilization
review." Id., §§ 531(5), (6){i); 34 Pa. Code § 127.208(e). The
dispute is then resolved by a neutral "utilization review
organization" and, if appropriate, through a hearing before a
workers' compensation judge. 77 Pa. Stat. §§ 529-531.

l.a. The first question before the Court in Sullivan 1is
whether private workers' compensation insurers, when they choose to
withhold payment for medical treatment based on a challenge to the
"necess [ity] or reasonable[ness]" of the treatment under Pa. Code
§ 531(5), (6), are engaged in "state action." Although the
insurers' payment decisions were not by any means conclusive --
they could be challenged in a state-sponsored adjudicative
proceeding -- the Third Circuit held that the insurer decisions
were properly attributable to the State. Workers' compensation,
the court of appeals reasoned, is "a complex and interwoven
regulatory web enlisting the Bureau, the employers, and the
insurance companies." Barpett v. Sullivan, 139 F.3d 158, 168 (3d
Cir. 1998). Because the State "extensively regulates and controls"
the system and because the insurers participating therein
"provid[e] public benefits which honor State entitlements," the
court concluded that the insurers "become an arm of the State,
fulfilling a uniquely governmental obligation under an entirely
state-created, self-contained public benefit system.” Ibid.

Here, the Ninth Circuit employed similar reasoning to reach an
identical result, concluding that the decisions of private HMOs to
reduce or deny treatments constitute government action. Even
though HMO decisions can be challenged by the beneficiary through

government - gsponsored adjudication, the Ninth Circuit held that
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those HMOs decisions are attributable to the federal government
because the government and the HMOs "are essentially engaged as
joint participants to provide Medicare services." App., infra, at

In particular, the Ninth Circuit noted, the "Secretary
extensively regulates the provision of Medicare services by HMOs";
HMOs must "comply with all federal laws and regulations"; the
Secretary pays HMOs "for each enrolled Medicare beneficiary
(regardless of the services provided)"; and the "federal government
has created the legal framework -- the standards and enforcement
mechanisms -- within which HMOs" must operate. App., infra, at .
Indeed, the issues presented and the reasoning of the courts of
appeals in this case and Sullivan are sufficiently similar that
lead counsel in this case filed an amicus brief in Sullivan to
emphasize the potential impact of the Court's decision in Sullivan

on the Medicare program and on the result the Ninth Circuit reached

below.®
b. Moreover, the arguments presented by the petitioners and
their amici in favor of reversal in Sullivan apply here as well.

Petitioners in Sullivan identify three factors this Court has
examined in determining whether the conduct of a private party can
fairly be attributed to the government: Whether the private

actor's decision is the product of governmental compulsion or

! See Br. Amici Curiae Of the American Association of Retired
Persons, The Center For Medicare Advocacy, Inc., et al, at 7
(emphasizing that "the Medicare program is aggressively encouraging
increased beneficiary participation in private managed care
structures" and concluding that "[tihe evolution in the
administration of government benefit programs thus renders the
state action determination important to a rapidly expanding number
of individuals."}; id. at 4 (identifying amici's involvement in
this case as a basis for their interest in Sullivan).
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encouragement; whether the private actor exercises a traditionally
eXxclusive state power; and whether the government has some
involvement that uniquely aggravates the injury. As to the first
factor, petitioners in Sullivan argue that an insurer's initial
decision to withhold payment and dispute a claim is not the result
of "significant encouragement" by the State, as the State does not
attempt to influence the insurers' decision; the initial decision
whether to pay or dispute the claim is the insurers' and the
insurers' alone. Pet Br. 20-21 (quoting Blum v. Yaretsky, 457 U.S.
991, 1004-1005 (1982)). The same is true of HMO decisions to deny
Medicare beneficiary claims. When an HMO decides whether or not to
provide a requested service, it makes that determination without
governmental participation. Instead, like any other private
entity, HMOs rely on their own expertise and their own assessment
of the relevant circumstances. Indeed, the very first provision
of the Medicare statute prohibits the "exercise of any supervision
or control over the practice of medicine or the manner in which
medical services are provided * * * " 42 U.S5.C. 1395.

Likewise, the second factor identified by the Sullivan
petitioners -- whether the private party exercises a power
"traditionally exclusively reserved to the State,” Pet. Br. 18
(quoting Jackson v. Metr itan FEdison Co,, 419 U.S. 345, 352
(1974)) -- weighs against finding government action here just as
much as it does in Sullivan. An insurers' decision to dispute a
claim and decline payment, the Sullivan petitioners argue, is the
gsort of uniquely private judgment that insurers of all varieties
make on a regular basis: whether to pay a bill submitted for

payment, or instead to withhold payment and dispute the bill. See
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Pet. Br. 17-22; U.S. Br. 13-16. The same is true with respect to
HMO treatment decisions for Medicare enrollees. When an HMO
decides whether or not to provide a requested treatment, it  does
not act as an agent of the government or exercise governmental
authority to adjudicate a dispute; it is not expected to act in the
government's interest; and it does not distribute Treasury or
governmental funds. To the contrary, the HMO exercises its own
judgment, as a private actor, as to the reasonableness of the
service and whether it is obligated to provide it. If the HMO
chooses to provide the treatment, it (like the insurers 1in
Sullivan) must bear the cost itself. And if the HMO decides not to
provide treatment, the HMO's judgment (again like that of the
insurers in Sullivan) is hardly conclusive. Instead, the HMO's
decision can be challenged through the adjudicatory machinery
established by the government, and only the decision of a true
governmental authority, acting in its capacity as neutral arbiter
of the dispute, can finally resolve the matter and 1leave the
parties without further recourse. See 42 C.F.R. §§ 417.614-
417.626-417.636 (providing for automatic review of adverse
organization reconsideration decisions by agent of the Secretary
and, in appropriate cases, a hearing before an ALJ and judicial
review); see also 42 U.S.C. 1395mm(c) (5) (B) (same) . {The
conclusive adjudication of the dispute by the government or its
agents, of course, ig government action that is subject to the
requirements of the due process clause. See Tr. Oral Arg.,
ullivan, at _ - .)

Even the substantive criteria employed by HMOs in this case

are indistinguishable from those applied by the insurers in

""";‘."‘\'::i‘;‘
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Sullivan -- and from those applied by private actors in other
contexty. Here, HMOs must provide medical services that are
"reasonable and necessary." 42 U.S8.C. 1395y(a). That is an

indistinguishable standard from the obligation at issue in

Sullivan, where the statute requires insurers to pay for treatments
that are '"reasonable or necessary." Pa. Stat. Ann. § 531(5),
(6) (1} (Supp. 1998); 34 Pa. Code § 127.208(e). And it 1is

indistinguishable from the sort of appropriateness determination
that private physicians, in the regular course of their practices,
must make on a regular basis. See Blum v. Yaretsky, 477 U.S. 9951
(1982) (exercise of ordinary medical judgment not state action,
even where it affects eligibility for medical benefits). Indeed,
even a cursory review of the complaint in this case demonstrates
that to be the case -- each of the decisions respondents challenge
was made on purely medical grounds.’ Thus, contrary to the Ninth
Circuit's decision, an HMO's decision on the appropriateness of, or
its obligation to provide, a particular form medical care does not
constitute a delegated "interpretation of the Medicare statute,”

App., infra, 1la, any more than a Pennsylvania Workers'

® One named plaintiff, for example, alleges that she was

denied physical therapy because she could not follow therapeutic
instructions. C.A. E.R. 10-11, Y 29. Another plaintiff alleges
that treating physicians failed to prescribe adequate pain
medication or to order physical therapy. C.A. E.R. 12-13, 97 40-
41. Another plaintiff, much like the plaintiffs in Blum, alleges
that the HMO erroneocusly concluded that skilled nursing care was
not medically necessary. C.A. E.R. 13-15, 9§ 48-54. And vyet
another named plaintiff alleges that the HMO denied speech therapy
services on the ground that the therapy would not be effective,
C.A. E.R. 16, § 62. Whatever the merits of these contentions may
be, they plainly challenge decisions that turn on the exercise of
professional medical judgment, and that thus are indistinguishable
from the medical decisions this Court held to be private rather
than state action in Blum.
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Compensation insurers' view of "reasonable[ness] or necess[ity]"

constitutes an adjudication of Pennsylvania law.®
Finally, the Sullivan petitioners and their amici contend that
the Third Circuit erred in relying on the '"rather wvague
generalization," Blum, 457 U.S. at 1010, that the system
"inextricably entangles the insurance companies in a partnership"
that makes the government "a joint participant in the challenged
activity," Burton v. Wilmington Parking Auth., 365 U.S. 715, 725
(1961), and on the heavily regulated nature of the industry. See
Pet. Br. 22-25, 26-29; U,5. Br. 17-20. Unlike Burton and similar
cases, neither Sullivan nor this case involve the sort of dignitary
injury or stigma, such that which results from racial
discrimination, that can be "uniquely aggravated" by governmental
endorsement or even pasgive involvement. See U.S. Br. in Sullivan,
at 19-20; Pet. Br. 22-24. And, the governmental regulation of the
industry in this case is neither qualitatively nor quantitatively
different from the regulation of workers' compensation insurers at
issue in Sullivan. Besides, relying on the scope of government
regulation is particularly inappropriate. See Pet. Br. 26-29
(citing, inter alia, Jackson v. Metropolitan Edison Co., 419 U.S.
345 (1975); Rendell-Baker v. Kohn, 457 U.S. 830, and Blum, supra).

1 gimply put, HMOs like any other provider of service under
contract, traditionally has the option of either providing the
service (thereby avoiding a dispute with the enrollee) or instead
denying it instead (and thereby requiring the claimant to invoke
the dispute resolution machinery established by the government).
Because "a private party's decision" to deny the validity of the
claim or refuse service and to await litigation of the issue
instead "has never, to our knowledge, been considered 'state
action' under the Fourteenth Amendment," U.S. Br. at 17-18, an HMOs
decision to do the same thing in this context should not be
considered government action here.
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Indeed, holding the government liable for private conduct simply
because it has regulated in the area would tend to deter government
intervention precisely at a time when beneficiaries need its
protection most.

In any event, if the insurer conduct in Sullivan does not
constitute state action, it would seem to follow a_fortiori that
the HMO decisions at issue here do not constitute government
conduct either. One of the primary reasons given by the Third
Circuit for finding state action is the involuntary and mandatory
nature of the system; workers cannot "opt out" of workers!'
compensation and rely on their tort remedies instead. See
Sullivan, 159 F.3d at 169 (likening workers' compensation claimants
to "prisoners" of the Workers' Compensation scheme); Br. Resp. 33
(similar argument). In contrast, Medicare beneficiaries always
have been permitted to "opt out" of private HMO coverage and select

traditional Medicare fee-for-service benefits instead. See pp. __ -

11
¢« SUpra.

1 One other difference between this case and Sullivan is that,
in this case, the government pays for the HMO policy, whereas in
Sullivan both private and public employers pay for the insurance

pelicy. It is hard to see why that distinction would make a
difference. As explained in our amicus brief in Sullivan (at 18),

neither "a private insurer's satisfaction of a claim with its own
funds" nor its "decision to defer payment pending review of a
disputed claim" is properly attributed to the State even if "the
State pays for the  underlying insurance policy," because
"individual payment determinations are made by, and the financial
consequences of those decisions are borne by, the private insurer
and not the State. See Blum, 457 U.S. at 1011 (rejecting
contention that decisions made by physicians and nursing homes are
attributable to the State, desgpite state 'subsidization of the
operating and capital costs of the facilities' and coverage for
'the medical expenses of more than 90% of the patients')." For
similar reasong, insurers who provide health benefits to government
employees under the Federal Employee Health Benefits Act, 5 U.S.C.
__, do not become "state actors" simply because the government pays
for the coverage. Indeed, if the rule were otherwise, the fact
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2. The second issue in Sullivan, whether Pennsylvania's

workers' compensation regime is consistent with the requirements of

due process, likewise resembles the due process and remedial
questions decided by the Ninth Circuit and the district court
below. Among other things, the district court apparently thought
it appropriate to require HMOs to pay for services until after both

the initial determination and the reconsideration decisions were

made, if the decisions involved "acute care services." App. .
infra, at _ . One of the questions before this Court in Sullivan

is whether due process requires workers' compensation insurers
likewise to continue paying for medical services until after some
sort of outside review has taken place. See U.S. Br. 21-30; Pet.

Br. 25-50. While the Secretary does not dispute the desirability

of such a requirement in appropriate circumstances -- the
Secretary's new regulations implementing Medicare Part C provide

for precisely such a procedure in cases involving in-patient 1

hospital care, see pp. _ - _ -- the fact that this Court may pass
on whether such a procedure is gonstitutionally regquired in
Sullivan is another reason to hold the petition pending the Court's

decision there. Moreover, the Secretary believes that the Ninth

Circuit and the district court fundamentally erred in imposing

judicial requirements rather than remanding to the Secretary --
especially given the new legislation -- so that appropriate
procedures could be tailored and refined through a participatory

and fully public rulemaking process rather than through the more

cumbersome and less public judicial process.

that the government pays physicians and hospitals directly under
Medicare Parts A and B might be thought to convert those clearly
private actors into government actors.

%
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B. Because This Case Became Moot Pending Review, The Court
Should Vacate the Lower Court's Judgments And Remand The
Case to the District Court For Consideration Of

Intervening Statutory and Regulatory Changes
Even absent the obvious similarities between this case and
Sullivan, the Ninth Circuit's decision in this case ordinarily
would warrant further review. It declares unconsgtitutional the
Secretary's implementation of a federal statutory mandate; it
affirms a nationwide injunction requiring the Secretary to impose
certain procedures on participating HMOs, denying the Secretary the
ability to design and tailor the procedures herself in the first
instance; it constitutionalizes the conduct of otherwise private

actors; and it may have a substantial impact on an extensive and

increasingly important federal program.

1. On August 5, 1997, however, Congress comprehensively
reformed this area of law -- creating a new Medicare Part C and
establishing the new "Medicare + Choice" program -- and thereby

rendered this case moot. See Balanced Budget Act of 1997, Pub. L.
No. 105-33, §§ 4001-4003, 111 Stat. 270. At the time the district
court ruled, the governing statute merely required that Medicare
HMOs provide "meaningful procedures for hearing and resolving
grievances * * * " 42 U.S.C. 1395mm(c) (5} ({A) (1994). Neither the
statute nor the regulations promulgated thereunder specified the
precise circumstances under which notices of adverse decisions
would be required. Neither provided any detail regarding the
content of such notices. Neither regulated the extent to which
enrollees could present evidence or argument to the HMO on
feconsideration. Neither addressed the identity or qualifications
of HMO reconsideration decisionmakers. And neither provided any

rules regarding expedition in urgent cases. In the view of the
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district court and the court of appeals, the practices that
prevailed under that regulatory scheme did not afford plaintiffs
constitutionally adequate notice or a constitutionally sufficient
opportunity to be heard. To remedy the alleged deficiencies, the
district court imposed and the Ninth Circuit affirmed a detailed
and highly prescriptive injunction to regulate beneficiary appeals,
specifying the form, content, and timing of HMO notices.

The new statute and the Secretary's regulations promulgated
thereunder, however, dramatically expand the procedural and
substantive protections afforded to Medicare HMO enrollees. See
pp. __ -, supra. Indeed, Medicare Part C adds an entirely new
Section of the Medicare Act entitled "Benefits and Beneficiary
Protections," 111 Stat. 286 (to be codified at 42 U.S.C. 1395w-
22(g)). That new law, together with the Secretary's regulations,
address each of the alleged deficiencies identified by the lower
courts.

With respect to the questions of notice and timing of HMO
decisions, for example, the new statute and the Secretary's new
regulations require all HMOs denying requested services to provide
enrollees with a clear, understandable statement concerning adverse
decisions on a timely basis. 111 Stat. 286 (to be codified at 42
U.S.C. 1395w-22(g)(1)); 63 Fed. Reg. 35,108 ({(adding 47 C.F.R.
422.588(d)) . The notice must be provided within 14 days of a
reqguest in ordinary cases, and within 72 hours in urgent cases. 63
Fed. Reg. 35,108-35,109 (adding 47 C.F.R. 422.568(a) and 42 C.F.R.
422.572); 111 Stat. 293-294 (to be codified at 42 U.S.C. 1395w-
22{g) {3)). And reconsideration decisions must be issued 30 days

ordinarily, and within 72 hours in expedited cases. 63 Fed. Reg.




31

35,110 (adding 47 C.F.R. 422.590(a) (1), (d); 111 stat. 293 (to be
codified at 42 U.S.C. 1395w-22(g) (2) (A), (3). Moreover, when it
comes to authorized in-patient hospital care, the HMO cannot
discontinue treatment absent concurrence of the physician
responsible for the in-patient treatment, 63 Fed. Reg. 35,110
(adding 47 C.F.R. 422.620(b)), and even with that consent cannot
discontinue treatment over the enrollee's objections until after
the matter has been reviewed by an independent peer review
organization, id. at 35,110-35,111 (adding 47 C.F.R. 422.622).

The new statute and regulations address HMO decisionmaking
processes as well. While the statute and regulations before the
district court said nothing about enrollee participation in the
reconsideration process, the new regulations specify that the HMO
must give the enrollee "a reasonable opportunity to present
evidence and allegations of fact or law, related to the dispute, in
person as well as in writing." 63 Fed. Reg. 35,110 (adding 47
C.F.R. 422.586). Morecver, unlike the statute and regulations
before the district court, the new statute and regulations address
the qualifications and identity of the reconsideration
decisionmaker. The reconsideration decisionmaker cannot be the
same person who made the initial treatment decision. 111 Stat. 293
(to be codified at 42 U.S.C. 1395w-22(g) {(2)(B)); 63 Fed. Reg.
35,111 (adding 47 C.F.R. 422.590{(g) (1)). And where the basis for
the decision to reduce or deny services was lack of medical
necessity, the reconsideration decision must be made by a physician
with "appropriate expertise in the [relevant] field of medicine."
111 Stat. 293 (to be codified at 42 U.S.C. 1395w-22(g) (2) (B}); 63

Fed. Reg. 35,111 (adding 47 C.F.R. 422.59%0(g) (2)).
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Moreover, as before, HMO organization determinations are
hardly conclusive. All disputed recpnsideration decisions are
subject to prompt and appropriate review by the Secretary and her
agents, id., at 294 (to be codified at 42 U.S.C. 1395w-22(g) (4),
including automatic review by an independent entity acting as
HCFA's agent, 63 Fed. Reg. 35,111 (adding 47 C.F.R. 422.592)).
And, as before, a hearing before an ALJ is available where the
amount in controversy exceeds $100.00, and judicial review is
available for any matter valued at more than $1,000.00. See pp.
—__+ Supra.

As a result of that sweeping change in federal 1law and
Medicare policy, the practices of which plaintiffs complained and
which precipitated the district court's exercise of its remedial
power have been superseded through enactment of a dramatically
different statutory and regulatory scheme.!? No court has passed
on the constitutional sufficiency of those new procedures. As a
result, the law has "been sufficiently altered" pending appeal "so
as to present a substantially different controversy than the one

the [lower courts] originally decided." Northeastern Florida

2 Although these new provisions address many areas covered by
the district court injunction, they take a fundamentally different
approach to several key issues. Unlike the district court, which
required that detailed written notices be provided within five days
even where the beneficiary's health is not in imminent jeopardy,
Congress specified no specific time frame in such cases, see H.
Conf. Rep. No. 105-217, 105th Cong, 1lst Sess. 65 (1997) (noting
that Congress delegated that issue to the Secretary), and the
Secretary selected a 1l4-day deadline, Fed. Reg. 35,108-35,109
(adding 47 C.F.R. 422.568(a)). Moreover, while the Secretary has
required certain in-patient hospital services to continue during
the pendency of an administrative appeal, she did not extend
similar requirements to a broad, unspecified range of "acute care"
services. Compare with App., infra, at _ , with 63 Fed. Reg.
35,110-35,111 {adding 47 C.F.R. 422.620(b), 422.622).
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Chapter of Associated General Contractors v. City of Jacksonville,
508 U.5. 656, 662 n.3 (199%3); see also id. at 670-671 (0O'Connor,
J., dissenting). Under such circumstances, it has been this
Court's consistent practice to declare the case moot, wvacate the
judgments below, and remand the matter to the district court for
such further proceedings as are appropriate. "[I]ln instances where
the mootness is attributable to a change in the legal framework
governing the case, and where the plaintiff may have some residual
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." Lewis V.
Contin B Corp,, 494 U.S5. 472, 492 (1992); gee, e.4d,,

Department of the Treasury v. Galioto, 477 U.S. 556, 559-560 (1986)

(vacating judgment and remanding'to district court because a "new
enactment significantly alter[ed] the posture of the case" by
removing the concerns that prompted injunctive relief in district
court); Calhoun v. atimer, 377 U.S. 263 (1964) (per curiam)
("vacat [ing] the judgment and remand[ing] the cause to the District
Court for further proceedings" to consider "the nature and effect"
of a supervening change in school board policy); Arizonans for
Official English v. Arizong, 117 S. Ct. 1055, __ (1997) ("Vacatur
is in order when mootness occurs through happenstance * * *_ "),
2. The Court should follow that settled practice here. It
is now well established that "[aln injunction can issue only after
the plaintiff has established that the conduct socught to be

enjoined is illegal and that the defendant, if not enjoined, will

engage in such conduct." United Transportation Union v. The State
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Bar of Michigan, 401 U.S. 576, 584 (1971). Here, no apparent basis

for injunctive relief -- the only relief granted -- remains. The

allegedly unlawful practices and regulations have been erased by
subsequent legislative and regulatory changes. As a result, the
claim for injunctive relief is moot, and no longer a proper matter
for further judicial consideration. See Princeton Universgity v.
Schmid, 455 U.S. 100, 103 {(1982) (per curiam) (where "the
regulation at issue 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 a present, live controversy of
the kind that must exist if we are to aveoid advisory opinions on
abstract questions of 1law."); s8ee also Associated General
Contractorsg, 508 U.S. at 663 n.3 (prior cases consgidered moot where
"the statutes at issue * * * were changed substantially, and * * *

there was therefore no basis for concluding that the challenged

conduct was being repeated."); Legal Assigtance for Vietnamese
Asylum Seekers v. Department State, 45 F.3d 469, 472 (D.C. Cir.

1995} (Plaintiffs are "certainly not entitled to prospective relief
based on a no longer effective version of a later amended
regulation"). 1Indeed, the district court in this very case itself
anticipated that, given subseguent legislation and regulatory
changes, "the entire case may become largely moot." App., infra,
at __. And just that has occurred. |

Regpondents, of course, may argue that even the new statutory
and regulatory structure is constitutionally inadequate. See,
e.g,, Calhoun, supra. Even setting aside the implausibility of
such a claim, it remains true that the nature of the dispute has

been fundamentally altered by the intervening change in law.

g
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Indeed, the district court's decision is specifically addressed to,

and rules only on, the claims of Medicare beneficiaries enrolled in

HMOs with risk contracts under 42 U.S.C. §1395mm. See App., infra,

at _ (limiting the class to persons who were "enrolled in Medicare
risk-based health maintenance organizations or competitive medical
plans during the three years prior to the filing of the lawsuit").
And the district court's analysis focused exclusively on the appeal

provisions the Secretary provided under Section 1395mm, App.,

infra, at 33a-38a, as did the analysis of the court of appeals,
App., infra, at - - New Section 1395mm(k}) (1} (B), however,

provides that the Secretary cannot renew Section 1395mm contracts
after January 1, 1999.° And, as of December 31, 1998, all of the
Secretary's Section 1395mm contracts expired, and no new Section
1395mm contracts have been signed.!* As a result, the actual "case
or controversy" the district court and the Ninth Circuit
adjudicated, like the Section 1395mm risk-contracts that
precipitated the dispute, has ceased to exist.

The fundamental change in the regulatory and legal regime also

eliminates the district court's and the court of appeals' rationale

13 cost-based contracts under Section 1395mm{h), which are not
at issue in this case, are permitted to continue until the end of
2001. 42 U.8.C. 1395mm(h} (5) (B). If the HMOs in which respondents
are or were enrolled still contract with Medicare, they now do so
as "Medicare+Choice" organizations under new "Part C" of the
Medicare statute, the provisions of which have not been addressed
by the court of appeals or the district court.

'Y One HMO that became insolvent and is now being operated by
the state of New Jersey had its Section 1395mm contract "extended"
in order to permit enrollees time to move to qualified "Medicare +
Choice" HMOs under Medicare Part C or to return to the traditional
Medicare fee-for-services program. HHS advises that this temporary
extension will expire on February 28, 1999 and that, as of March 1,
1999, there will be no enrollees under Section 1395mm risk
contracts.

|
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for the highly prescriptive injunctive relief imposed in this case.

Justifying the decision to bar the Secretary from renewing HMO risk

contracts or entering into such contracts with any HMO that
violates the procedural requirements imposed by the district
court's order, the district court and court of appeals alike relied

on Section 1395mm{c) (1) 's declaration that " [t]he Secretary may pot

enter into a contract under this section with an eligible

organization unless it meets the requirements of this subsection T
L App., infra, at _  (court of appeals); id., at 52a
(district court); see also id, at ©53a (justifying notice

requirements by declaring that the Secretary's failure to require
impose them in her HMO contracts is a "viclation of 42 U.S.C. §
1395mm(c) (1) ."); id. at 54a (declaring that failure of Secretary to

require certain hearing procedures in HMO contracts is a "violation

L
-

of 42 U.S.C. § 1395mm{c) (1)."). The new statute, however, omits\\ WLLH“'
the prohibitory language upon which those courts relied, and |abc
nowhere suggests that termination and non-renewal are mandatory

penalties for HMO non-compliance.® In fact, the new statute

strongly suggests that the Secretary has flexibility in responding

to non-compliance, as it provides the Secretary with a range of

:‘i;;

options and sanctions. See 111 Stat. 324-325 (adding new Section
1857(g) and (h), to be codified at 42 U.S.C. 13%4w-27(g) and (h)).
3. Following settled practice here would likewise further

the interests underlying the practice. Here, through no fault of

1> The new law merely provides that the Secretary's contracts
with healthcare organizations under the Medicare + Choice program
"shall provide that the organization agrees to comply with
applicable requirements and standards of [Part C] and the terms and
conditions of payment as provided for in [Part C}." 111 Stat. 319
(new Section 1857(a), to be codified at 42 U.S.C. 1395w-27{a)).
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the Secretary's, the case became moot pending this Court's review;
the matter was simply overtaken by a comprehensive legislative
reform. In such a circumstance, the Secretary ought not be bound
by a judgment that she cannot appeal. See United States v.
Munsingwear, 340 U.S. 36, 40 (1951); see also Arizonang for
Official English, 117 S. Ct. at 1071 ("Vacatur 'clears the path for
future relitigation' by eliminating a judgment the loser was
stopped from opposing on direct review.). That is especially true
given the present circumstances. The rulings below address an
issue of substantial national importance, as respondent's lead
counsel has already conceded in filings with this Court. See Br.
Amici Curiae of the American Association of Retired Persons, The
Center For Medicare Advocacy, Inc., et al., in Sullivan, supra, at
7 {(emphasizing that, because "the Medicare program" increasingly
involves ‘"beneficiary participation 1in private managed care
structures, " the state action issue is increasingly "important to

a rapidly expanding number of individuals."). And the ruling,

despite the mootness of the actual controversy, threatens to have

continuing repercussions for this important federal program: HMOs

may well be deterred from participating in the new program by the

Ninth Circuit's constitutional holding.

Even in 1less compelling circumstances, this Court has
unhesitatingly concluded that it was appropriate to vacate the

judgments below and remand the matter to the district court for

further proceedings in light of intervening events. Thus, in
Mcleod v. General Electric, 385 U.S. 533, 535 (1967) (per curiam),

this Court declined to review the standard under which a

preliminary injunction had been issued under Section 10(j) of the

e
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National Labor Relations Act because, after the lower courts had
passed on the issue, a "supervening event" -- a new labor agreement
-- had drawn into gquestion "the appropriateness of injunctive
relief" vel non. Given that change, the Court determined that the
proper resolution was to "set aside the judgment of the Court of
Appeals with direction to enter a new judgment setting aside the
order of the District Court and remanding to that court for such
further proceedings as may be appropriate in 1light of the
supervening event." Similarly, in Calhoun, 377 U.S. at 265, the
Court determined that the school board's adoption of a new policy
while the case was pending on review had substantially altered the
nature of the controversy; the Court therefore "vacate([d] the
judgment and remand[ed] the cause to the District Court for further
proceedings." Id, at 264; cf. Burlington Truc ines v. United
States, 371 U.S. 156, 172 (1962} (when confronted 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). Likewise here the
new statute enacted by Congress and the Secretary's new regulations
promulgated thereunder fundamentally both the relevant legal
framework and the nature of the dispute between the parties.
Accordingly, a like order vacating the lower court judgments, and
remanding the matter to the district court for consideration of
those intervening developments, is appropriate in this case as

well .S

' It is no answer to suggest that the "state action" question
remainsg "live" under the new statute, even if changed facts alter
the due process analysis of the lower courts. This court reviews
judgments, not statements in opinions. Chevron U,S.A. Inc. v.
Natural Resources Defense Council, Inc,, 467 U.S. 837, 842 (1984).
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CONCLUSION

The Court should heold the petition pending decision in
American Manufacturers Mutual Insurance Company v. Sullivan, et
al., No. 97-2000 (argued Jan. 19, 1999). Once the Court issues its
decision in Sullivan, it should grant the petition, vacate the
judgment below as moot, and remand to the court of appeals with
instructions to set aside the district court judgment and to remand
the matter to the district court for consideration of intervening
statutory and regulatory changes and, to the extent appropriate,
for reconsideration in light of this Court's decision in Sullivan.

Respectfully submitted.

SETH P. WAXMAN
Solicitor General

Counse R

FEBRUARY 1999

In this case, the judgment of the district court commands the
Secretary to impose certain procedures on participating HMOs. It
should go without saying that the change in procedures mandated by
the new statute dramatically affects the propriety of that
judgment. After all, if the new procedures are constitutional, and
no court has determined that are not, then that judgment cannot be
sustained.
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To Interested Parties

Re: Grijalva and Medicaid
February 8, 1999

While the Qm_alml.jhg]g]g case involves Medicare HMO’s, potential appeals of
the case to the Supreme Court could have significant implications for patient protection in -
Medicaid. In filing any appeal of Grijalva. the Administration should be cautious that it
not undermine the existing private right of action that allows Medicaid beneficiaries
access to Federal court to enforce the guarantees of Federal law.

Background

Despite HHS’s arguments to the contrary, the Ninth Circuit Court of Appeals ruled
in Grijalva that actions taken by an HMO in the administration of the Medicare program
constitute government action and, therefore, must be provided with due process. The
Court went on to say that HHS’s standards for patients’ rights were inadequate under a
due process review (e.g., because the HMO's notices were illegible and HHS did not
require notices to be legible). In a potential appeal of the case to the Supreme Court,
HHS appears to be preparing to argue again that HMO's are not government actors.

It should be noted that due process claims (which rely on a finding of government
action) are not the only route for Medicare beneficiaries to gain Federal review. The
Medicare statute (Title 18 of the Social Security Act) provides for grievance and appeals
procedures that guarantee beneficiaries some form of Federal oversight and examination,

By confrast, the Medicaid statute (Title 19 of the Social Security Act) does not
provide a direct route for Medicaid beneficiaries to gain Fedcral review of any disputes.
Rather, the only route to Federal review is through a private right of action created by 42
U.S.C. 1983 (commonly known as Section 1983).' Section 1983, however, pravides
access to Federal review only of actions by the State government or someone acting in
lieu of State government; private actions may not be addressed in Federal court through
Section 1983, .

'Section 1983 was created in 1870 to address the constitutional issues posed by States
discriminating against African-Americans. Since that time, however, it has been broadly
interpreted by the courts to allow citizens to address other Federal rights, including statutory
rights such as those provided by the Federal Medicaid law. Section 1983 actions have been
brought against State Medicaid authaorities for such varied problems as a State arbitrarily denying
services because of the patient’s type of illness, a State refusing to provide essential
transportation services, and a State’s refusal to provide access to AZT for people with AIDS.
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As part of the 1995 Congressional attempt to turn Medicaid into a bloek grant, the
Republicans in Congress and the Governors argued vigorously that Medicaid
beneficiaries should be limited to State causes of action in State courts. Replying that the
opportunity for Federal review was an essential element of preserving a Federal
entitlement, the Clinton Administration and the Democrats defeated this proposal,

\

Problem

If the Supreme Court were to agree with HHS's arguments that a Medicare HMO
is not a government actor, there will remain other ways for Medicare beneficiaries to get
Federal review of disputed HMO actions.

However, if a precedent were established that a Medicare HMO is not a
government actor, it will be difficult to make a distinction and argue that a Medicaid
HMO is a State actor. If that distinction cannot be successfully drawn, Medicaid
beneficiaries would be able to enforce their rights only in HMO-granted or State-granted
venues, which may be less sympathetic or less procedurally protective than Federal
courts. It bears noting also that Medicaid beneficiaries are vulnerable people who are
poor (in both senses of the word) advocates for themselves.

There would, admittedly, remain a possibility of suing the State directly to force it
to enforce patient protections within Medicaid HMQ’s, but it is easy (o imagine many
possibilities of vagueness in State protections and inattention to the need for ongoing
oversight. Finally, there remains the possibility of HCFA enforcing its standards directly,
but such enforcement has been, at best intermittent in the past.

In sum, whatever the effect of the HHS argument on Medicare, it could result in at
least a partial reversal of the successes of the 1995 battle to preserve a Federal private
right of action to enforce the Federal guarantee of rights under Medicaid. Rather than
appealing the “State action” rulings of the Ninth Circuit, the Administration should, at
most, petition for the case to be remanded in light of later Medicare quality rules that
might have made this case substantively moot,

TOTAL P.@B3
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Record Type: Record

To: Elena Kagan/OPD/EQP

ce: Christopher C. Jennings/OPD/EQP
Subject: Rabb

| just spoke to Harriet, who confirmed that she and HHS are now passionate that it_is critical that
we do at least option 2, i.e., that we file. If the existing stay expires tomorrow and they have to
go running to the plaintiffs for a deal or the District Court for relief, she fears disaster will result.
And any flak ' we would get from filing for cert {even with the state action argument) wiould, she
says, “be exceeded by the flak we would get if we're bback in District Court arguing anew against
some of the requirements of the District Court’s existing injunction -- at the same time as we are
pushing Tor The patients'bill of rights. And HCFA, of course, is totally unprepared to cemply with
the injunction.

She is also persuaded that we need to at least modestly explain why the decision below on state
action 1s wrong and will create problems. And, she believes, we can explain to the advocate
community why we needed to do this.

Harriet is p-lanning to call you, Elena.
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Record Type: Record

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

cc:
Subject: Grijalva cert petition

Waxman will shortly fax new draft to me, which | will circulate to you. He feels strongly we should
file, and that option of not filing is bad for Govt generally and HHS {he says Donna feels strongly
we should file}. Seth wants to be heard before decision is made not to file. He also thinks
complete bare-bones approach won't work, because Oppasition will say this case di m
Sullivan, and we'll have to sayin reply what we don’t want to say now in any event.
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Record Type: Record

To: Elena Kagan/OPD/EQP, Christopher C. Jennings/OPD/EQOP, Devorah R. Adler/OPD/EQP

cc:
Subject: Grijalva draft brief

| am sending the latest draft around to you. See pp. 18-26 for the revised (and beefed-up) state
action argument. Reasons HHS and SG {l talked to Kneedler) think it's important to spell out state
action point are {1) to make sure Sup Ct appreciates importance of this case and grants cert
{rather than denying because it assumes there's state action here even if it finds there isn'tin
Sullivan); and (2) to influence Ct's writing of Sullivan opinion so that it doesn't_say things that will
promote arguments for a distinction.
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Record Type: Record

To: Etena Kagan/OPD/EOP
cc:

bece:
Subject: Re: Grijalva and Medicaid @

1. I don't know. | assume advocates don't trust state Medicaid agencies and HCFA to enforce
beneficiary rights and want the leverage of the consitutional cause of action. But | don't know
that there's a big distinction between Medicare and Medicaid in that regard.

2. | told Kneedler we'd like to see stripped-down version by tomorrow morning. 'l call
back and emphasize as early as possible. He is, as you might expect, unenthusiastic and
emphasizes that we must at least say 9th Circuit wrong on state action and a little bit of why.

Elena Kagan
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Record Type: Record

To: Dan Marcus/WHQ/EQOP

cc:
Subject: Re: Grijalva and Medicaid E‘]

Why, then, is everyone so insistent about the need for section 1983 actions in medicaid?

And when are we going to see a stripped-down version of the brief?
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Record Type: Record

To: Elena Kagan/OPD/EQP, Christopher C. Jennings/OPD/EQP

ce:
Subject: Grijalva and Medicaid

Kneedler expressed doubts that HHS has less ability to require the States in Medicaid to ensure
beneficiaries' rights vis-a-vis HMOs than it does in Medicare. | talked to Harriet Rabb and Anna
Kraus {her deputy?}), who basically confirmed his suspicions: HCFA regs do require State Medicaid
agencies to ensure beneficiaries procedural rights re decisions on provision of services -- including
appeals from HMO decions to the state agency -- comparable to those in Medicare. Rabb and
Kraus say only real difference between Medicare and Medicaid is that there are already one or two
court decisions saying Medicaid HMOs are state actors, but none as to Medicare HMOs.



