Settl ement Agreenent
Gijalva, et al. v. Shalala, CV 93-711 TUC ACM (D. Ariz.)

The parties to this Settlenent Agreenment, Donna E. Shal al a,
in her official capacity as Secretary, U S. Departnment of Health
and Human Services, and Gregoria Gijalva et al., on behalf of a
class of individuals simlarly situated and certified by the
court inits Oder of July 14, 1995, by and through their
under si gned counsel, in the interest of resolving the | awsuit
Gegoria Gijalva, et al. v. Shalala, Cv. Action No. 93-711-TUC

(D. Ariz.), hereby, in consideration of the nmutual prom ses
cont ai ned herein, the receipt and sufficiency of which are
acknom{edged, agree to the followng in settlenent of this
matter

A. Definitions. Ternms that are not specifically defined in
this docunent shall have the neanings assigned to themin
the Medicare Act, 42 U S.C. § 1395 et seq. For the purposes
of this settlenent agreenent only, the follow ng terns used
herein are defined as follows:

1. Provider — a skilled nursing facility (SNF), hone
heal th agency (HHA), or conprehensive outpatient
rehabilitation facility (CORF).

2. Enroll ee — a Medi care+Choice (MC)-eligible
i ndi vi dual who has el ected and enrolled in an M+C
pl an of fered by an MtC organi zati on ( MtCO) .

3. Aut hori zed Representative — a person naned and
authorized to act on the enrollee's behalf in any
proceedi ng or conmunication relating to the
Medi care appeal s process under 42 C.F. R part 422,

! A nunber of changes have al ready been made in the

noti ce and appeal s processes for Medi care nanaged care pl ans
since March 3, 1997, which have resol ved sone of the plaintiffs
concerns.
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B.

subpart M or the enrollee' s | egal guardian,
attorney, or other person or entity authorized
under state or local law to act on the enrollee's
behal f in any proceeding or communi cation relating
to the Medicare appeal s process.

4, Term nation — the discontinuation or discharge of

an enrollee fromcovered provi der services where
the enroll ee has been authorized by the MtCO to
recei ve an ongoi ng course of treatnment fromt hat
provider. Termnation includes cessation of
coverage at the end of a course of treatnent
“preauthorized” in a discrete increnent.

5. Day(s) — Unl ess otherw se indicated, the word
"day" or "days" refers to cal endar day(s) and not
busi ness or working day(s).

Notice of Proposed Rul emaki ng — I ndependent Fast Track
Revi ew of MtCO Deci sions to Term nate Provi der Services

1.

Def endant agrees to promul gate a Notice of Proposed

Rul emaki ng (NPRM) addressing notice and appeal
procedures for M+CO decisions to term nate coverage for
provi der services to an enrollee. The NPRMw || set
forth the foll owi ng proposed procedures and
requirenents to suppl enent existing notice and appeal
requi renents for MCGs:

a. Not i ces

i advance witten notice of term nation — For
enrol | ees receiving provider services, MCOs
woul d be required to provide to themor their
aut hori zed representatives witten notice of
a decision to term nate such covered service
four days in advance of term nation.

ii. standardized notice — The term nation notice
for provider services would be standardi zed.
The content of a proposed notice would be
devel oped in accordance wth existing federal
rules and policies relating to requesting
public input and advice.

iii. contents of term nation notice — The
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term nation notice would contain:

-- a specific and detailed explanation why
services either are no |longer nedically
necessary, or are no |onger covered;

-- t he Medi care coverage rule, if
applicabl e, and/or other MCO policy or
reason upon which the decision is based,
with applicable citations to the
Medi care coverage rules or instructions
about how to obtain themfromthe MCQO

-- facts specific to the enrollee and
rel evant to the coverage determ nation
that are sufficient to advise the
enroll ee of the applicability of the
coverage rule or policy to his/her case;

- - a description of the fast-track
| ndependent Review Entity (I RE) appeal s
process, and the existence of an
enrollee right (but not obligation) to
submt evidence showi ng that his/her
servi ces should conti nue.

iv. delivery — The witten notice of termnation
of services nust be delivered to the enrollee
or authorized representative in the sane
manner, and with the sanme requirenents,
established for the delivery of Medicare's
Hone Heal th Agency Advanced Beneficiary
Notice (See Program Menoranda A-99-52 and A-
99-54; 42 C.F.R 484.10(c) & (e)). Notice
woul d be consi dered given upon the enrollee's
(or authorized representative's) receipt of
such noti ce.

Appeals — The NPRMw || set forth a new fast

track i ndependent review process for MCGCs'
decisions to term nate provider services. Under

t hat process, an enrollee who wi shes to appeal an
M-CO s term nation decision nmust file an oral or
written request for an expedited appeal by an

| ndependent Review Entity (I RE) by noon of the day
follow ng recei pt of the notice that services wll
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termnate. 1In the case of an energency where the
IRE is closed on the day the enrollee requests an
expedi ted appeal, the request can be filed by noon
of the next day that the IRE office is open.
Covered provider services would continue unti

noon on the day after the enrollee or authorized
representative receives notice of the IRE's fina
decision, or until the date and tine designated in
the notice for termnation of services, whichever
is later.

i burden of production/burden of proof — Wen
an enroll ee appeals an MCO s decision to
termnate provider services to an IRE, the
burden is on the MtCO to prove that
termnation of coverage is the correct
deci sion, either on the basis of nedical
necessity or of other Medicare coverage
policies. The MrCO would be required to
supply any and all information that the |IRE
woul d require to sustain the MtCO s
term nation decision. The enrollee is under
no obligation to gather evidence to submt to
the IRE in support of the enrollee's appeal;
however, the enrollee nmay be required to
aut hori ze access to nedical records in order
to pursue the appeal.

| RE contact with enrollee — Notw thstandi ng
t he burden of production outlined in
B(1)(b)(i) above, the I RE would be required
to solicit the enrollee's (or authorized
representative's) views regarding the
reason(s) for termnation of services
specified on the witten term nation notice
provi ded by the MtCO as part of the IRE s
deci si on nmaki ng process and before rendering
its final decision. The IRE would al so be
required to solicit the views of the enrollee
(or authorized representative) regardi ng any
reason other than the reason(s) specified on
the witten notice if the IRE intends to use
this reason as the basis for its review
determ nation. The enrollee will have the
right to submt evidence to be considered by
the IRE in making its decision.
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| RE review of termi nation notices — Wien an
enrollee elects to do a fast track appeal of
a termnation decision, the | RE would review
the notice of termnation fromwhich the
enrollee is appealing to ensure that the MCO
gave the enrollee or authorized
representative proper notice. Notices that
do not include mandatory | anguage, are not in
the mandatory format, are untinely, or are
not provided at all, would constitute

i nproper notification to the enrollee. |If
the IRE finds that the MrCO failed to give
proper notice, the MtCO woul d be required to
continue services until a proper notice has
been received by the enrollee or authorized
representative and the enroll ee has had the
opportunity to appeal the term nation
decision to the IRE. Continuation of

provi der services would not be required in

t hese circunstances, however, if the IRE
finds that continuation could pose a threat
to the enrollee's health or safety. The IRE
shall forward to HCFA i nfornmation about every
case in which proper term nation notice was
not given.

enrol | ee access to docunentation — As part
of a request for an appeal, an enrollee or
aut hori zed representati ve would be permtted
to request a copy of the documentation that
was, or would be, sent to the IRE. If the
enrol |l ee or authorized representative
requests it, the MtCO woul d be required to
provi de such a copy no later than the end of
the first full day inmmediately follow ng the
day the material is requested.

term nation of "preauthorized" course of
treatment — A course of treatnent for a
continuing spell of illness or nedical
condition that has been "preauthorized" by an
M-CO in a discrete increment would be

consi dered term nated whenever coverage for
the services ceases, including when it cones
to its "preauthorized" end, and is subject to
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t he sane notice and appeal procedures as a
course of treatnent that has not been
"preaut hori zed. "

C. Conti nuation of Coverage if No | RE Appeal — If
the enrollee elects not to appeal the MrCO s
term nation decision through the | RE procedure,
Medi care coverage woul d continue for four days
after the date that the term nation notice was
received by the enrollee or authorized
representative, or the date designated for
termnation in the notice, whichever date is
| at er.

d. Avai lability of O her Appeal Processes

i if no appeal to IRE — If an enrollee fails
to meet the noon deadline to utilize the IRE
appeal process, then such enrollee would be
permtted to seek review of the MtCO s
term nation decision using any and all appeal
processes ot herw se avail able under 42 U S. C
§ 1395w 22(g) and 42 C F. R, part 422,
subpart M  Under those non-I|RE appeal s
processes, the enrollee will not have a right
to continued coverage for services during the
pendency of the appeal. |If the enrollee
continues to receive services during this
period and prevails on appeal, the MtCO woul d
be required to reinburse the enrollee for the
costs of those services for which the
enrol |l ee has already paid the MtCO or ot her
provi der.

ii. if unsuccessful appeal to IRE — If an
enrollee utilizes the | RE appeal process, and
i's unsuccessful in the appeal, the enrollee
may request a reconsideration fromthe |IRE.
The enrollee would be permtted to appeal the
| RE's reconsidered determ nation to an
Adm ni strative Law Judge, pursuant to 42
CFR § 422.600 et seq. The enrollee wuld
not be entitled to reconsideration of the
M+CO deci sion under 42 C.F. R §§ 422.578
t hrough 422. 596.
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Proposed Procedure and Forns Subject to Notice and
Comment — The proposed fast track appeal for MtCO

term nations of provider services will be subject to
notice and conment procedures as required by the

Adm ni strative Procedure Act, 5 U S.C. § 553, and 42

U S.C. § 1395hh. The proposed standardi zed term nation
notice will be subject to notice and comment procedures
under the Paperwork Reduction Act, 44 U S.C. § 3501 et
seq. Nothing in this Agreenent shall be construed as a
prom se or predeterm nation regarding the content of a
final rule or mandatory form if any, on notice and
appeal procedures for M+rCO decisions to term nate

provi der servi ces.

Solicitation of Conments on Notice and Appeal
Procedures for Reductions — In the NPRM proposi ng new
notice and appeal procedures for M-CO decisions to
term nate provider services described above, defendant
wll solicit comments on how to provide new notice and
appeal procedures for MtCO decisions to reduce, while
not term nating altogether, provider services.

Timng of NPRM — Defendant will make best efforts to
publish the NPRMin the Federal Register on or before
Decenber 31, 2000.

Civil Monetary Penalties for Nonconpliance — Defendant
will include in the preanble of the NPRM a st at enent
explaining that the requirenents set forth in the NPRM
or any new or nodified requirenents devel oped after
anal ysis of comments on the NPRM received during the
rul emaki ng process, will, when finalized, be codified
in 42 CF. R part 422 subpart M and therefore a
violation of the requirenments would be subject to
defendant's existing internedi ate sanction and civil
nonetary penalty authority (42 U S.C. § 1395w 27(g) and
42 C.F. R part 422, subpart 0).

C. Noti ce and Appeal Enforcenent Mechani sns

1.

Cvil Monetary Penalties/Internediate Sanctions —

Def endant wi |l issue guidance clarifying that an MtCO s
failure to conply with notice or appeal procedures in
only one or two cases could constitute a "substanti al
failure” to conply with grievance and appeal

requi renents for purposes of inposing sanctions under
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42 C.F.R §§ 422.510(a)(6), 422.752(b) and 422. 758,
dependi ng on seriousness (i.e., degree of risk to
health it poses) and/or severity (i.e., magnitude) of
the violation(s).

2. Monitoring Strategies
a. Anal ysis of CAHPS data — Using data fromthe
Consuner Assessnent of Health Plans Surveys
(CAHPS), defendant will develop a fornmula to
identify MrCOs that should undergo a focused
review of their conpliance with notice and appeal
requi renents.

b. Anal ysis of data from proposed di senrol | nent
survey — Defendant wi |l devel op an M+CO
di senrol |l ment survey, and, using data it expects
to acquire through that survey, defendant wll
devise a fornula to identify MrCGCs that should
undergo a focused review of their conpliance with
notice and appeal requirenents.

C. New survey questions — Defendant will propose,
subj ect to Paperwork Reduction Act approval, the
i nclusi on of questions in both the current
enrol | ment CAHPS and the new di senrol | mrent CAHPS
that specifically address enroll ee know edge about
appeal rights and the appeals process; whether the
enrol | ee ever was denied care; whether the
enroll ee was given witten notice of the right to
file a formal conplaint (that is, appeal such a
deni al of care) and whether the enrollee ever
filed a conplaint with his/her MCO

Because these questions are new, Defendant wl|l
assess the quality of data collected fromthese
guestions and their effect on response rates

t hrough 12/31/2001. Based on this assessnent,

Def endant may make changes in the survey questions
i f warranted.

3. Focused Review — If, based on application of the
formul as described in 2(a) or (b), as well as
i nformati on about i nadequate notices forwarded fromthe
| REs pursuant to Part B, Paragraph 1.b.iii. above, and
conplaints received directly fromenrollees, HCFA
determ nes that an M+CO shoul d undergo a focused revi ew
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to determine its conpliance with appeal rights and
notice requirenents, HCFA wi || exam ne operational
areas of the MtCO that are likely to produce evidence
of nonconpliance with these requirenents, including
cl aims processing, quality assurance, utilization
managenent functions, and appeals functions.

Aut omat i ¢ Expedited Review with Physician Justification —
Def endant w || issue guidance clarifying that, to inplenent
the existing standard for granting expedited review, (1)
M+COs nust notify enrollees in their annual
instructions/notices that an enrollee is automatically
entitled under 42 C.F. R § 422.570(c)(2)(ii) to an expedited
organi zati on determ nation, and under 42 C F. R

§ 422.584(c)(2)(ii) to expedited review of an M-CO deci si on
to deny, reduce or term nate a Medicare-covered service if
the enrollee tinely submts a statenent from a physician
that the standard for expedited review has been net; and
(2) if arequest for expedited reviewis rejected by the
M-CO, the M+CO nust again notify the enrollee that the
enrollee would be permtted to resubmt a request for
expedited review, and would be automatically entitled to
expedited review, if the request includes a statenent froma
physi cian that the standard for expedited review has been
met .

Enrol | ee Access to Evidence

1. Def endant wi Il issue guidance clarifying that MCOs
shoul d include notice of the enrollee right of access
to his/her case file, see 42 CF. R § 422.118(c), in
its marketing materials (e.qg., in the initial and
annual updates of the evidence of coverage).

2. Defendant will ensure that the Medicare & You handbook
wi |l contain appropriate information about where
enrol |l ees can learn how to obtain access to their case
files.

Timng of Inplenentation of Parts C. 1, D, and E - Def endant
wi |l make best efforts to inplenent Parts C 1., D, and E on
or before June 30, 2001.

Notification to Plaintiffs of Modification — Defendant
retains her authority to nodify forns, regulations, rules,
requi renents, or procedures that are inplenented as a result
of this settlenent agreenent to the extent permtted by | aw
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Def endant agrees to notify plaintiffs, through counsel,
upon i nplenmentation of any significant nodification that
relates directly to a termof this settlenment agreenent if
such nodi fication occurs within 2 years after the date of
execution of this settlenent agreenent.

Attorneys Fees — For purposes of this agreenent, defendant
agrees that plaintiffs are entitled to reasonabl e attorneys
fees for legal work perforned on their behalf in furtherance
of their clainms in this litigation to the extent permtted
by | aw.

The parties will attenpt to reach agreenent regarding
the anmount of attorneys fees plaintiffs are entitled to
receive.

2. If, after good faith efforts to reach agreenent

regardi ng the anmount of attorneys fees, the parties
agree that they cannot reach such agreenent, plaintiffs
may file a petition to determ ne the anount of such
attorneys fees before the District Court.

Enf orcenent of Settlenment Agreenent — The parties wll
attenpt to resolve, by negotiation anong counsel, any

di sputes arising under this agreenent. |If negotiation
fails, neither party will seek to enforce this settlenent
agreenent in Court until 30 days after counsel for the

conpl aining party has contacted opposing counsel in witing,
stating the specific basis for the conplaining party's
belief that a violation of this agreenment has occurred.

Di sm ssal s/ Stay of C ains

1. | medi atel y upon approval and execution of this
settl ement agreenent, counsel for the parties will file
a joint notion requesting dismssal, with prejudice, of
all clains raised in the Conplaint or otherw se raised
at any stage of this litigation or its appeal, except
(1) clainms for which relief would be provided by
i npl ementation of the notice and appeal procedures
described in part B of this settlenent agreenent; and
(2) clainms regarding the adequacy of notice prOV|ded in
the case of a reduction in services, which shall be
di sm ssed wi t hout prejudice; and (3) cl ai ms regardi ng
defendant's alleged failure to enforce MtCCs’
obligation to provide coverage of the full range of
Medi care covered services, which shall be dism ssed
wi t hout prejudice.
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2. For clains that are dism ssed with prejudice,
individuals in the class, and their heirs and assigns,
shall be barred and enjoined forever from prosecuting
any clains or causes of action that have been asserted
by reason of, or with respect to, or in connection
with, any of the matters alleged in this action.

Not hing in this Agreenent, however, shall prevent any
cl ass nmenber from pursuing an individual adm nistrative
appeal, a request for reopening, or a judicial appeal,
or fromasserting that a | egal standard was not

applied, or was inproperly applied, in his or her

i ndi vi dual case.

3. The defendant, her successors, and any departnent,
agency, or establishnent of the United States and any
of ficers, enployees, agents, or successors of any such
departnent, agency, or establishnent, are hereby
di scharged and rel eased fromany cl ai nrs and causes of
action that are due to be dism ssed wth prejudice
pursuant to J(1) above.

4, Al so i nmedi at el y upon approval and execution of this
settl enment agreenent, counsel for the parties will file
a joint notion requesting dismssal, wthout prejudice,
of all clains regarding (1) the adequacy of notice
provi ded where the MtCO has deci ded that a reduction in
covered services is warranted, and (2) defendant's
alleged failure to enforce MrCGs’ obligation to provide
coverage of the full range of Medicare covered
servi ces.

5. The parties will jointly nove the Court (1) to stay any
clainms for which relief would be provided by
i npl enentation of the notice and appeal procedures
described in part B of this settlenent agreenent until
30 days after the date of promul gation of any Final
Rule relating to fast track review of MtCO decisions to
term nate provider services to an enrollee, or until
Decenber 31, 2002 if no Final Rule has been pronul gated
by that date; and (2) to dismss all remaining clains
wWith prejudice at the expiration of this stay, if
plaintiffs have not filed an appropriate pleading to
bring before the Court clains for which relief would be
provi ded by inplenentation of the notice and appeal
procedures described in Part B of this settl enent
agreenent .
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K. This settl enent agreenent does not constitute an adm ssion
by the defendant of any practice that violates or fails to

conply with any | aw,

rul e,

or

regul ation dealing wth any

matter within the scope of the allegations contained in the
conplaint or otherwise raised by plaintiffs in this action.

L. This Settlenment Agreenent contains the entire agreenent of
the parties concerning the subject matter of this

litigation.

Dat ed: ﬂl?r"rir:ﬁn

flchor 5. [rlec

SHEI LA M LI EBER

ANDREA G COCHEN

Attorneys, U S. Departnent of
Justice

COUNSEL FOR DEFENDANT
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SALLY HART
Center for Medicare Advocacy,
I nc.

LENORE E. GERARD

Legal Assistant to the

El derly

CAROL S. JI MENEZ

G LL W DEFORD

JUDI TH A. STEIN

Center for Medicare Advocacy,
I nc.

COUNSEL FOR PLAI NTI FFS



