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UNITED STATES DISTRICT COURT
FOR THE
DISTRICT OF VERMONT
Kathryn Ottinger,
Plaintiff,

V. Civil Action No. 2:12-CV-2

Kathleen Sebelius, Secretary of the United States
Department of Healtand Human Services,

Defendant.

OPINION AND ORDER
(Docs. 6, 7)

Plaintiff Kathryn Ottinger, appearimgo se brings this action against Defendant
Kathleen Sebelius, Secretary of the Unigtdtes Department of Health and Human
Services (“Secretary”), seeking review of the Secretary’s determination that she is not
entitled to coverage under Medicare Part B for the cost of intravenous (IV) daptdmycin,
an external infusion pump, angusion supplies, &bf which were provided to her in her
home from September 11, 2009 through Sept5, 2009. Pending before the Court
are Ottinger's motion seeking an order rewggshe Secretary’s decision (Doc. 6), and
the Secretary’s motion for judgent on the pleadings seeking dismissal of Ottinger’'s
Complaint (Doc. 7). On Noweber 20, 2012, the Court hedchearing on the motions.

Both parties attended the hearangd presented oral argument.

! Daptomycin is an antibiotic “used for theatment of complicated skin and skin structure
infections.” Daptomycin DefinitionAHFS DRUG INFORMATION (2008),available atLexis
GENMED/DIF.
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For the foregoing reasons, the CdBRANTS the Secretary’s motion, and

DENIES Ottinger’s motion.
Background

l. Factual Background

Since 2009, Ottinger has treated with fhetcher Allen Health Care Infectious
Disease Clinic. (AR 153.) In May 2008hen she was approximately seventy-four
years old, she had spinal fusion surgd&R 85, 153.) Thereafter, she developed
complications, including a gallbladder rupand a serious surgical wound infection,
requiring several trips back tbhe operating room and multipdeurses of IV antibiotics.
(Id.) From August until the beginning 8eptember 2009, Ottinger underwent acute
rehabilitation at the Burlington Healtim@ Rehabilitation Center for her surgical
infection. (AR 85, 152.)After developing an allergiteaction to the antibiotic
vancomycin, she was switched to daptomy¢idR 152.) In a lger from March 2010,
Dr. Susan Shull, Ottinger’s physicianthé Rehabilitation Ceat, explained that,
“[rlehab was indicated for, lbunot limited to, surgical wauwd infection with coag [sic]
negative Staph requiring IV antibioticecavacuum drainage, subsequent large
pulmonary embolism requiring anticoagiida and ruptured gall bladder.’ld() Dr.
Shull further explained that Ottinger “requdr®T and OT in adtion to wound vacuum
drainage, dressing changes[,] and IV antibgvia [a peripherally-inserted central
catheter] line.” id.)

As of mid-September 2009, Ottingerdhianproved, and the only remaining care

she required was the provisiohlV antibiotics and woundare. (AR 152.) Meanwhile,



she was suffering from depression as a result of the emotional and psychological stress
associated with enduring multiple prolodgaedical admissions and living away from
home for an extended perio(AR 151-53, 179-81.) In con®dation of these issues, as
well as Ottinger’s physical condition, Ottingephysicians, including Dr. Shull and Dr.
Kristen Pierce, who treated Ottinger at the Fletcher Allen Health Care Infectious Disease
Clinic, decided that the best physical ammdotional treatment plan for Ottinger was to
send her home and continue her IV antibitterapy there. (AR 152-53.) Accordingly,
on September 11, 2009, Ottinger was discbdy@nd daptomycin was administered to
her at home via IV for approximately two weeK#&R 148.) At or around the time of her
discharge, Ottinger signed &alvance Beneficiary Noticef Noncoverage (ABN) which
stated that “[d]aptomyciadministered via pump st coveredn the home setting by
Medicare A or B.” (AR 46 (emphasisi@ded).) The ABN wsiissued by Apria
Healthcare, Inc. (Apria), theompany that provided Ottingesth the IV daptomycin and
related supplies at her home.
[I.  Procedural Background

Apria submitted Medicare claims for OttinggelV daptomycin and supplies in the
amount of approximately $14,000. (AR IA&IHIC Corp., a durable medical equipment
Medicare Part B contractor for the Staté/efmont, denied coverage for these claims.
(AR 126.) Ottinger requested reconsidematiand NHIC again denied coverage. (AR
138-39.) Ottinger, through her husbandyuested review of NHIC’s denial by a
gualified independent contract(QIC), arguing that, “thase of [d]aptomycin and

related equipment was medically necessary,this was determined by a team of well-



qualified doctors.” (AR 125.) The QIC ugdeNHIC’s decision, and denied coverage,
explaining: “Medicare does not allow an external infusion punipsion supplies, and
maintenance of a catheter when the drug usdae infusion therapy is not a covered
drug. Daptomycin is not coxed because an infusi pump is not needdd dispense the
drug.” (AR 118.)

Ottinger requested a hearing beforeadministrative law judge (ALJ), which was
held on April 14, 2011. (AR 162-85Qttinger was represented at the hearing by
Attorney William Dysart, and her husbaadd daughter testifieon her behalf.

Ottinger’s husband, Harvey Ottinger, testifiedttttinger’s discharge and receipt of IV
daptomycin at home was a “medical decision” that was made by Drs. Pierce and Scholl
and not by Ottinger or her falnmembers. (AR 178.) Hexplained that Ottinger and

her family were “just follaving the best medical advice given to usld.) Ottinger’'s
daughter, Judy Gover, testified that, Ish@ known she could have administered
daptomycin to Ottinger by injection, she “wouldve done it,” but ghdid not know that

was an option. (AR 181.)

[11.  ALJ/MAC Decision

In May 2011, the ALJ issued a decision fimglithat the costs @he infusion pump
and supplies provided to Ottinger in Sepibem2009 were not covered under Medicare
Part B. (AR 20-26.) The ALJ reasoned ttiere was no evidence indicating Ottinger’s
daptomycin wasrequired to be administered by infusigpump, and thus Ottinger had
failed to meet the coverage criteria &eth in the applicable Local Coverage

Determination (LCD), LCD L504. (AR 25.) Ottinger appealed the ALJ’s decision to



the Medicare Appeals Council (MAC). RA10-13.) In Novemér 2011, the MAC

issued a decision concurrimgth the ALJ’s ultimate decision but mofying the analysis

contained therein “to clarify the legal bsisfor the denial of coverage. (AR geeAR 3-

8.) Specifically, the MAC fond that, regardless of wihetr the administration of

daptomycin to Ottinger via IV was medicallppropriate or whether the drug was needed

to treat Ottinger’s condition, Ottinger faileddemonstrate that the drug and associated

supplies satisfied the coverage criteriafsgh in LCD L5044. (AR 5-6.) The MAC

further determined that, ¢gn Ottinger’s signature ondtapplicable ABN, Ottinger

“knew or could reasonably be expectedbow that the items would likely not be

covered by Medicare,” and thus Ottinger “is lebor the non-covered costs.” (AR 8.)
The MAC's decision was the final deteination of the Secretary. On

January 6, 2012, having exhausted all adstiative remedies, Ottinger filed a Complaint

against the Secretary, initiatitigis action. (Doc. 1.)

Backaground L aw

Title XVIII of the Social Security Actcommonly known as the Medicare Act, 42
U.S.C. 8 139%t seq. establishes the federal governm@ptrogram of health insurance
for the elderly. Connecticut Dept. of So8ervs. v. Leavitd28 F.3d 138, 141 (2d Cir.
2005). Claimants have the lden of proving their entittemetd Medicare benefits.
Keefe v. Shalalas1 F.3d 1060, 1062 (2d Cir. 1995)jedman v. Sec'’y of Dept. of
Health and Human Sery$819 F.2d 42, 45 (2d Cir. 1987). The Medicare statute
unambiguously vests final authority in the Secretary to determine whether reimbursement

for services shdd be made.Bodnar v. Sec’y of Health and Human Ser963 F.2d 122,



125 (2d Cir. 1990) (citing2 U.S.C. § 1395ff(a}Heckler v. Ringer466 U.S. 602, 617
(1984)). In evaluating a claifor payment, the Secretamyust determine whether the
relevant services satisfy the fundamenggjuirement of 42 U.8E.. § 1395y(a), which
requires that the services be “reasonablermugssary for the diagnosis or treatment of
illness or injury.” 42U.S.C. 8§ 1395y(a)(1)(Axee Holland v. Sullivar®27 F.2d 57, 58-

59 (2d Cir. 1991). This statutory standgrdes the Secretary “wide discretion” to
determine whether the numerous medical services and items covered by Medicare are
reasonable and necessary intigalar circumstancesWillowood of Great Barrington,

Inc. v. Sebeliuv38 F. Supp. 2d 98, 1dD. Mass. 2009) (citingsoodman v. Sullivgn

891 F.2d 449, 450 (2d Cir. 19893ge Heckler466 U.S. at 617.

Medicare has two parts, Parts A andMedicare Part A is automatic and
premium-free; it provides reimbursement iigpatient hospital services, post-hospital
extended care services, home hesaditvices, and hospice cargee McCreary v. Offner
172 F.3d 76, 78 (D.C. Cir. 199p&iting 42 U.S.C. 88 1395c-i). Medicare Part B, at issue
here, is a voluntary supplemental prograat tovers supplementary medical insurance
for services such as doctor visits, diagimotesting, and certain medical suppli€ees?2
U.S.C. 88 1395k(a), 1395x(slPart B reimburses provideasid consumers only for those
items and services that are “reasonablersawssary for the diagnosis or treatment of
illness or injury or to improvénhe functioning of a malformed body member.” 42 U.S.C.
8§ 1395y(a)(1) (A). As stated above, the 8ty has the authority to determine what
items and services are deemeghsonable and necessangtein v. Sec’y of Health &

Human Servs924 F.2d 431, 433 (2d Cir. 199%)ting 42 U.S.C. § 1395ff(a)(1)).



Medicare Part B benefits are administéby contractors pursuant to contractual
agreements with the Secretaiyeed42 U.S.C. 88 1395u, 1395kk-1. Among other
functions, these contractors are respongineetermining whethatems or services
billed to the Medicare program satisfy the Haoverage requirements and, if so, the
amount to be paid for such items or servidels.

Standard of Review

Judicial review of an administrativecision regarding claim®r benefits under
the Social Security Act is ¢hworized by 42 U.S.C. § 405(gThe same statute applies
with respect to judicial review of Medicacgaims; thus, when applying the statute in
Medicare cases, “any reference to the ‘Commais=i of Social Security’ or the ‘Social
Security Administration’ . . . shall be coneréd a reference to the ‘Secretary’ or the
‘Department of Health and Humanr8ees,’ respectively.” 42 U.S.C. 8
1395ff(b)(1)(A). Like the Commissioner’s denial of a disability claim under the Social
Security Act, the Secretary’s denial of aditeare claim must be based on substantial
evidence and be in eardance with correct legal principleSee42 U.S.C. § 405(Q);
Johnson v. Bowe17 F.2d 983, 985 (2d Cir. 1987ubstantial evidenas “more than
a mere scintilla. It meansdurelevant evidence agse@asonable mind might accept as
adequate to support a conclusionGartmann v. Sec'’y of [p& of Health and Human
Servs,. 633 F. Supp. 671, 679 .(EN.Y. 1986) (quotindrichardson v. Perale€02 U.S.
389, 401 (1971))4lisagreed with on otlegrounds in Bodnar903 F.2d at 125. In
determining whether substantial evidence extbis reviewing court analyzes the record

as a whole, meaning that, “in assessing twrethe evidence supporting the Secretary’s



position is substantial, [courtgfill not look at that evidencia isolation but rather will
view it in light of other eidence that detracts from it.Bodnar 903 F.2d at 126 (citing
St. Elizabeth Cmty. Hosp. v. Heckléa5 F.2d 587, 592 (9th Cir. 1984)).

“The findings of the [Secretary] as émy fact, if supported by substantial
evidence, shall be conclusive.” 42 U.S.C. § 405gg42 U.S.C. § 1385ff(b).
Moreover, the court may not suibste its own judgment for thatf the Secretary, even if
it might justifiably have reached a difént result upon a de novo revieWalente v.
Sec'y of Health and Human Serva33 F.2d 1037, 1041 (2d Ck984). The court is not,
however, “bound by the Secretary’s conatuns or interpretations of law, or an
application of an incorrect legal standard>artmann 633 F. Supp. at 679. Therefore,
“[b]efore the insulation of theubstantial evidence test cosriato play, it must first be
determined that the facts of a particular daee been evaluated in light of correct legal
standards.”Id. at 680 (quotindg<lofta v. Mathews418 F. Supp. 1139, 1142-44 (E.D.
Wis. 1976));see Bergeron v. Shalal@55 F. Supp. 665, 66D. Vt. 1994).

Analysis

Ottinger asserts that “imminently qualdieloctors” made the determination that
daptomycin was “medically necessary” for her treatment, and that the medical decision to
discharge her so that she could contireeeiving that medication at home via IV was
“the best medical decision.” (Doc. 6 aj IThe Secretary argues that, even accepting
Ottinger’s assertions as true, the MAC eatly denied Medicare coverage, given that
Ottinger failed to meet theowerage criteria listed in LCD L5044. (Doc. 7.) The

applicable law supports the Secretary’s position.



The Medicare Act authorizes individudidicare contractors to issue LCDs,
which are defined as “determination[s] by schl intermediary or a carrier under [the
Medicare Act] respecting whether or not atjgatar item or service is covered on an
intermediary- or carrier-wide basis.” 423JC. § 1395ff(f)(2)(B). Although the ALJ and
MAC “are not bound by LCDs,” &y “will give substantial defence to these policies if
they are applicable to a particular casé?2 C.F.R. 8 405.1062(a)n this case, NHIC, a
durable medical equipment contractor fiee State of Vermont, issued an LCD
addressing Medicare coverage for externflsion pumps like the ongsed by Ottinger
in September 2009. LCD L5044ates that an external ision pump is covered for the
administration of four specific drugs in patdtiar situations, including for example, (a)
the administration of deferoxamine for theatment of chronic iron overload, and (b) the
administration of morphine for the treatmefintractable pain caused by cancer. (AR
48-49.) SeelU.S. Dep't. of Health and Human8s., Centers for Medicare & Medicaid
Servs. (CMS)Medicare Coverage Database, “L@@ External Infusion Pumps
(L5044),” available athttp://www.cms.gov/medicare-coverage-database (last visited
Nov. 2, 2012f Daptomycin is not among the drugs listed in LCD L5044, and more

specifically daptomycin for infection isot among the indications listedd.]

2 LCD L5044 was in effect at the time of @ier’s treatment in Septdxar 2009, and is still in
effect according to the Departmentiéalth and Human Resources’ websiBeeU.S. Dep't. of Health
and Human Servs., Centers for Medicare & MedicaidsS€CMS), Medicare Coverage Database, “LCD
for External Infusion Pumps (L5044 xYailable athttp://www.cms.gov/medicare-coverage-database
(last visitedNov. 2, 2012). The Secretary represents, hewend Ottinger does not dispute, that this
LCD has been “intermittently revised” since Septem2009. (Doc. 7 at5.) The Secretary also
represents, and Ottinger does not dispute, that “theopertif LCD L5044 that are relevant to this case . .
. have not changed since that time, and are still applicable to coverage detensimvolving external
infusion pumps.” Ig.)



LCD L5044 also sets forth two sets of ane “Criteria set 1” and “Criteria set 2,”
for the coverage of “other drugs.” (AR 500)ttinger fails to demonstrate that use of
daptomycin via an infusion pump meets Craeset 1 or 2. Specifically, two of the
indications of Criteria set 1 are that (a)iafusion pump isnecessary to safely
administer the drug,” and (b) the drug mustéeministered by a prolonged infusion of
at least 8 hours because of proven imprastacal efficacy.” (AR 50.) One of the
indications of Criteria set 2 that “[s]ystemic toxicity or dverse effects of the drug is
unavoidable without infsing it at a strictly controlled rate.ld() Even assuming that
daptomycin was needed to treat Ottingedsdition, that the administration of
daptomycin by IV was medically appropeatind that the decision to administer
daptomycin by IV in Ottinger's home wasasonable; the MAC praply found that the
evidence submitted by Ottinger failed to derstvate that any of these three listed
indications set forth in Criteria set 1 or 2 exist here.

Ottinger’s evidence includes letters fronotef her treating pysicians explaining
the benefits of having daptomycin administtto her in her home. Specifically, Dr.
Pierce stated as follows:

In an effort to ensur&ls. Ottinger was receivinthe best therapy to meet

both her physical and emotional negtl®e decision was made to send her

home to continue her antibiotic tlagy. At that time, | felt thebest
decision for her antibiotic therapy wa$or her to cotinue with the

[d]aptomycin intravenously. | did not feel it was medically appropriate or

safe for her to transition to oral antbcs at the time of her discharge from

rehab.

(AR 153 (emphases added).) Dr. Shull similarly stated:

10



It was felt by all involved in Mrs. Ottiger’s care that, imedically safe,

returning her to her home would Ibeneficial to her and her family and

cost effective The only medical reasons tortinue her stay at rehab were

for IV antibiotics and wound care.With [visiting nurse association]

support and family care this coulee accomplished in [Ottinger's] home.

Therefore, the medical decision wasd®ado discharge [Ottinger] to home

and to continue medical treatment there,gegat savings in cost and

tremendous benetid [Ottinger] and her family.

(AR 152 (italics added).) Although these statements clearly reflect these providers’
respective opinions that Ottinger’s receiptiaptomycin intravenously at home was the
best treatment approach for Ottinger and t@heficial and cost-effective for her and
her family, these are not the relevamtstards in determining whether Medicare
coverage exists in this case. As expdal above, LCD L5044 prades for coverage only
if, among other things, an infusion pumpsasgecessary to safely administer the
daptomycin; the daptomycin had to be admeristl by a prolonged infusion of at least 8
hours; and systemic toxicityr adverse effects of the daptomycin would have been
unavoidable if it had not been infused atrctly controlled rate. The letters of
Ottinger’s physicians do naddress these factors.

Even if Ottinger’s evidencéncluding the physician letters, could be construed to
demonstrate that Criteria set 1 or set 2 oDLI(6044 was met, coverage of “other drugs”
is limited under the LCD to ght specific categories of drugs, none of which includes
daptomycin. (AR 50-51.) Ottinger’s representative at the administrative hearing

admitted this fact, stating: “Daptomycin or infections are not indicated as the type of

condition that would be covered [under LCB044].” (AR 175.) Ths, even if Ottinger

11



was able to establish that Criteria set $etr2 was met, her use of daptomycin via IV
still would not be coveed under Medicare.

Ottinger’s claim appears to rely on tméstaken assertion that once a physician
has concluded that a service or item is mdliceecessary and beneficial to the patient,
the Secretary cannot deny reimbursement uktilicare. In fact, however, “Congress
has not provided that all medically necesstemns or services must be covered under
Medicare Part B."Goodman v. Sullivarv12 F. Supp. 334, 33%.D.N.Y. 1989). As
another district court in this circuit statétiVhile Congress created specific exclusions
from coverage and provided that in noeasay payment be made for any expenses
incurred for items and services which ‘are ressonable and necess#or the diagnosis
or treatment of illness or injuryif never provided that payment must be made at all
times when services areataed ‘medically necessaly Id. (emphasis added) (quoting
42 U.S.C. 8§ 1395y(a)(1)(A))Rather, as explained above, Congress delegated to the
Secretary the authority to promulgatgukations for administering the Medicare
program, 42 U.S.C. 8§ 1395hh(a), and provitlexiSecretary with great discretion in
determining what items or serviceslllee covered under Medicare Part Boodman
712 F. Supp. at 338dere, LCD L5044 provides that, wke the coverage criteria set
forth therein is not met, “[e]xternal infusi pumps and related dugnd supplies will be
denied as not reasonable and necessaryR §3) Because Ottingense of an infusion
pump to administer daptomycin does noetthe coverage criteria set forth in LCD

L5044, the Court finds that the Secretprgperly denied her claim for coverage.
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The Court further finds that Ottingesrnot relieved from liability under the
Medicare statute’s “limitation on liability” provisionrSee42 U.S.C. § 1395pp; 42 C.F.R.
§ 411.404. That provision provides thathé individual Medicare beneficiary did not
know (and could not reasonaliigve been expected tadw) that a service was not
covered, but the provider of services did kn@vcould have beesxpected to know) of
the non-coverage, then Medicare will denyrmant to the provide but the individual
beneficiary will have no liability teéhe provider or to MedicareYale-New Haven Hosp.
v. Leavitt 470 F.3d 71, 78 n.5 (2d Cir. 200@)ting 42 U.S.C. 8§ 1395pp(b)). A
Medicare beneficiary is considered to h&mewn that services were not covered if
written notice has been given to the benefic@rsomeone acting on his or her behalf,
explaining that “the servicesere not covered becauseyidid not meet Medicare
coverage guidelines.” 42 CHE.8 411.404(b). This noticeay be given by the fiscal
intermediary, or “the provider, practitioner, or supplier that furnished the service.” 42
C.F.R. § 411.404(c).

Here, it is undisputed that Ottinger sigrem ABN from Apriathe provider of the
daptomycin, infusion pump, and relategplies, which included the following language:
“Daptomycin administered via pump is not coee in the home setting by Medicare A or
B. The medication does not meet Mediceniteria for coverage. Therefore the pump
pole and supplies are not covered.” (AR 46.) This ABN provided adequate notice of
non-coverage to OttingeSee Almy v. Sebeliu&9 F. Supp. 2d 31335 (D. Md. 2010)
(“[AJn ABN may successfully protect thaigplier from liability if it specif[ies] the

service and a genuine reason that denidVibglicare is expectet) (quotation marks
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omitted). Ottinger testified at the adminisiva hearing that she did not recall signing
this ABN (AR 182), but themadmitted that she was “wehappy about going home [from
rehab] . . . [and] would hawsigned anything” (AR 183).Given these facts, the Court
finds that substantial evidence supportsSkeretary’s conclusion that Ottinger “knew or
could reasonably be expected to [have kmjotvat the [infusion pump and related
supplies] would likely not beovered by Medicare” (AR 8), and thus Ottinger may not
receive shelter from liability for the cost thfese items under 42 U.S.C. § 1395pp.
Conclusion

For these reasons, the Court DENIE&r@er’s motion (Doc. 6), GRANTS the
Secretary’s motion (Doc. 7), and DISMISSBttinger's Complaint in its entirety.

Dated at Burlington, in the District &ermont, this 28th day of November, 2012.

/s/ John M. Conroy

bhn M. Conroy
UnitedStatesMagistrateJudge

% Similarly, at the November 2012 hearing befitiie Court, Ottinger stated that when she signed
the ABN, she was unaware of what it said and wbaakk signed anything facilitate her discharge
from the Rehabilitation Center and release home.
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