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I. Introduction

Plaintiff, Angen Inc., a conpany that devel ops, nmanufactures
and mar kets bi ol ogi cal products, comenced this action agai nst
Thomas Scul ly, the Adm nistrator of the Centers for Medicare and
Medi cai d Services ("CVM5" or "the agency"), and Tomry Thonpson,
Secretary of the Departnent of Health and Human Services ("HHS").
On Novenber 15, 2002, plaintiff filed a notion for prelimnary
i njunction seeking to enjoin defendants from i npl enmenting one
subsection of a final rule pronul gated on Novenber 1, 2002 and

scheduled to go into effect on January 1, 2003. On Decenber 7,



2002, Otho Biotech Products, LP ("Ortho"), a pharmaceutica
conmpany whi ch manufactures Procrit, the only product on the

mar ket whi ch conpetes with Anrgen's Aranesp, filed a notion to

i ntervene on behalf of federal defendants. The Court granted the
unopposed notion to intervene! with respect to standing issues
only on Decenber 23, 2002.

W thout objection fromthe parties, the Court consolidated
plaintiff's request for injunctive relief with the proceedi ngs on
the nmerits pursuant to Fed. R GCv. P. 65(a)(2). Pending before
the Court is defendants' notion to dismss or, in the
alternative, for summary judgnent. Upon consideration of the
parties' notions, oppositions, replies and oral argunents, as
wel |l as the statutory and case | aw governing the issues, and for
the follow ng reasons, the Court concludes that defendants'

notion to dismss plaintiff's conplaint i s GRANTED.

II. Overview

Plaintiff challenges the "illegal agency action"” that

resulted in the promulgation of a final rule affecting Medicare's

"Prior to granting the notion to intervene with respect to
standi ng only, the Court asked the partes whether they had
obj ecti ons.



hospital Qutpatient Prospective Paynent System ("OPPS"). OPPS is
t he mechani sm under whi ch Medi care rei nburses hospitals for the
out patient services that they furnish to Medi care beneficiaries.
Plaintiff alleges that, inits final rule, CM5 the agency
responsi ble for inplenmenting the Medicare program unlawfully
singl ed out Aranesp, Angen's new product, and elimnated its
statutorily nmandated rei nbursenent status. Plaintiff alleges
that the agency's action was in direct conflict with the "pass-
t hrough" statute, 42 U. S.C. 8§ 13951 (t)(6)(C), which permts
reductions in "pass-through” paynents only where necessary to
mai ntain total "pass-through" expenditures wthin a cap.
According to plaintiff, the statute does not authorize CMS to

pi ck and choose anpbng pass-through products, inposing cuts on one
and not on ot hers.

Plaintiff contends that, if not set aside, the new rule
woul d not only violate its rights under the pass-through statute,
but woul d al so deny seriously ill Medicare beneficiaries access
to a new formof innovative nedication. Plaintiff states that
CMS' action violates the Adm nistrative Procedure Act (APA) and
departs fromthe plain | anguage of the Social Security Act, 42
U S.C. 88 1395 et seqg, because (1)it exceeds CMS' statutory
authority;(2) it is arbitrary and capricious in the manner in
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which it singles out one product for special treatnent based on
unrel i abl e and i nadequate data not intended by Congress to be
used for such purposes; and (3) CMsS failed to provide notice of
its intended action and thereby violated plaintiff's right to due

process.

ITIT. Statutory Scheme:

A. Medicare Qutpatient Prospective Paynent System

Title XVI11 of the Social Security Act of 1935, commonly
known as the "Medicare Act," provides health insurance for
i ndi viduals 65 years of age and ol der, sone individuals with
di sabilities under 65, and individuals with end-stage renal
di sease. The program s prinmary objective is to ensure that its
beneficiaries have access to health care services. Part B of
Medicare is a voluntary programthat provi des suppl enenta
coverage for other kinds of care, including treatnent through
hospi tal outpatient departnents.

In 1997, Congress enacted the Bal anced Budget Act of 1997
("BBA"), Pub. L. No. 105-33, 111 Stat. 251 (1997), which required
the Secretary of HHS to devel op a prospective paynent system for
hospi tal outpatient services ("OPD services"), 42 U S. C
§ 13951(t). For covered OPD services, the Secretary is required
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to develop a classification systemfor individual services or
groups of related services. 42 U.S.C. 8§ 13951(t)(2)(A-(B). In
i npl ementing this system the Secretary groups outpatient
services into classifications called Anbul atory Paynent
Classifications ("APCs"). 42 U S.C. 8§ 419.31. Each APCis a
"package" of related nedical services that CM5 has determ ned
shoul d be grouped together and paid as a whole.? For each such
service or group of services, the Secretary nust establish

rel ati ve paynent weights based on historical data of the nedian
cost of the service(s) within the APC. 42 U S. C.

8§ 13951(t)(2)(C. The anmount of the OPPS paynent to a hospital
for a particular service is established in part by nmultiplying

the "conversion factor," the base anount used to determ ne
paynments for all services under OPPS, by the APC rel ative wei ght.
42 U.S.C. § 13951(t)(3)(C-(D). A percentage of this figure is
paid by the beneficiary as a copaynent and the renmainder is the
fee schedul e anount for the APC. 42 U S.C. § 13951(t)(8).

The statute authorizes the Secretary to nmake certain

adjustnents in determ ning OPPS paynents. 42 U S.C.

2 Out patient services typically are performed at a hospital and include
routine visits, emergency roomyvisits, x-rays and surgical procedures not
performed as part of an inpatient stay. Payments established for APCs can
include paynment for such things as surgical supplies, drugs, devices and
operating room costs.



8§ 13951(t)(2). These include wage adjustnents to refl ect
differences in the cost of |abor, adjustnments for cases with
unusual |y high costs, transitional pass-through paynents for
certain innovative drugs, biologicals and devices, and "ot her
adj ustnments as determ ned to be necessary to ensure equitable
paynments."” 42 U S.C. 8§ 13951(t)(2)(D),(E). The Secretary updates
the groups, relative paynent wei ghts, and wage and ot her
adj ustnments annually in order to take into account changes in
medi cal practice, changes in technol ogy, the addition of new
services, new cost data, and "other relevant information and
factors." 42 U . S.C. § 13951(t)(2),(9).

The OPPS nust be budget neutral by law. In accordance with
42 U.S.C. 8§ 13951(t)(9)(B), any adjustnents nmade by the Secretary
"may not cause the estinated anmobunts of expenditures under this
part for the year to increase or decrease fromthe estimated
anount of expenditures under this part that woul d have been nade
if the adjustnments had not been made." See also 42 U S.C. 8

13951(t) (2) (E).

B. Transitional Pass-Through Paynents

In 1999, Congress passed the Bal anced Budget Refinenent Act
of 1999 ("BBRA"), Pub. L. No. 106-113, 113 Stat. 1501 (1999),

6



whi ch provides for additional "transitional pass-through”
paynents to hospitals that use certain innovative drugs,
bi ol ogi cal s, and devices for outpatient services. 42 U S. C
§ 13951(t)(6). The BBRA required CM5 to nake pass-through
paynments for each qualifying product for at |east two, and not
nore than three, years during which time CVS would collect clains
and charge data for each pass-through item 42 U.S.C
§ 13951(t)(6)(C). GCenerally, once an itemno |longer qualifies
for pass-through paynents, CMS incorporates the cost for that
iteminto the APC for the procedure with which it is associ ated.
Under 42 U.S.C. 88 1395l (t)(2)(E) and 1395l (t)(6)(E), the
Secretary is to provide for transitional pass-through paynents in
a budget neutral manner. Thus, if the agency projects that
transitional pass-through paynents in the upcom ng year will be
2.0 percent of total paynents, then the agency nmakes a
prospective adjustnent to the conversion factor for OPPS
paynents, a reduction of 2.0 percent, so that the systemis
budget neutral. 42 U S.C. 8 13951 (t)(6)(E) places a limt on
aggregate projected pass-through paynents as a percentage of
total OPPS paynments. For cal endar year 2003, the total anount of
pass-t hrough paynents cannot be projected to exceed 2.5 percent
of total OPPS paynents. |If the Secretary estimtes before the

7



begi nning of the cal endar year that total pass-through paynents
w Il exceed the 2.5 percent cap, then the Secretary shall reduce
pro rata the anount of each of the pass-through paynents to
ensure that the 2.5 percent limt is not exceeded. The reduction
applies only to the additional transitional pass-through paynents
that hospitals receive for using these itens, not to the APC fee
schedul e anpbunt with which the pass-through itemis associ ated.
Under 42 U . S.C. 8 1395(t)(6)(D)(i), the additional pass-
t hrough paynment to hospitals for qualified drugs and biol ogi cal s
equal s the difference between (1) 95 percent of Average Wol esal e
Price (“AW") and (2) the amount of the APC paynent rate that
woul d be associated with the product if it did not have pass-
through status, that is, “the otherw se applicable Medicare OPD
fee schedul e (paynent) that the Secretary determnes is
associated with the drug or biological,” (referred to herein as
“the fee schedule paynent”). Thus, a hospital using a drug
desi gnated for pass-through status under the OPPS woul d receive
95 percent of AWP, a portion of which is understood as the fee
schedul e paynent and the remai nder of which can be understood as
the “pass through paynent.” The co-paynent, paid by the

beneficiary, is based only on the non-pass-through portion.



V. Facts

A Ar anesp

Aranesp® (darbepoetin alfa) is a biological devel oped,
manuf actured, and marketed by Angen. It was first approved by
the Food and Drug Administration (“FDA’) as a treatnent for
ki dney di sease-rel ated anem a in Septenber 2001. Administrative
Record ("A.R ") 346. Subsequently, in July 2002, Aranesp was
approved by the FDA as an anem a treatnent for chenotherapy
patients. Id.

In Septenber, 2001, plaintiff sought pass-through status for
Aranesp. A R 3735-80. CMs found that pass-through status was
warranted for Aranesp on February 5, 2002, stating that it had
“carefully reviewed” Angen’s subm ssion based on the provisions
established in the hospital OPPS rul es published in the Federal
Regi ster on April 7, 2000, and Novenber 13, 2000. A R 3781l.
Aranesp was assigned to APC 734, with an APC paynent rate of
$4.74, which was 95 percent of the product’s AWP. See 67 Fed.
Reg. 9556, 9562 (Mar. 1, 2002). The first date on which Aranesp
was eligible for pass-through paynents was April 1, 2002. AR

3781.



B. Auqust 9, 2002 Proposed Rule

On July 2, 2002, Ortho, the manufacturer of the ol der drug
Procrit, suggested to CMS a policy simlar to that which CMS
woul d eventual ly adopt in the final rule. Otho suggested that
CVMB change its reinbursenment policy so as to rei mburse Aranesp
and Procrit at the sane rate pursuant to CM5 “other adjustnment”
authority. A R 1918-22. 1In the alternative, Otho suggested
that CVS elimnate Aranesp’ s pass-through status altogether,
based on what Otho characterized as “revised criteria” for
determning “continued eligibility” for pass-through treatnent in
2003 and beyond. A R 1922.

Approxi mately a nonth |later, on August 9, 2002, CMS
publ i shed a proposed rul e addressi ng 2003 OPPS paynent rates and
ot her policy changes. 67 Fed. Reg. 52,092 (Aug. 9, 2002). The
proposed rul e addressed cal endar year 2003 Medi care paynent rates
and policies under the OPPS. 1d. It observed that the outpatient
pass-through provisions had been “exceptionally difficult to
i npl enent” and indicated that CV5 was “actively seeki ng comrent
on all aspects” of the pass-through rates. 1d. at 52,093. OCM
concluded that it was “open to meki ng changes, perhaps

significant, in the final rule based on comments.” 1d. The
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proposed rule did not specify that “revised criteria” m ght be
used to determne eligibility for pass-through status, as Otho
had suggested weeks before. Nor did CVMs intimate that it m ght
use its “other adjustnment” authority to equate Aranesp’s

rei nbursenent level with Procrit’s. CMS proposed to use

mechani snms ot her than inputed acquisition cost ratios to conpute
pass-through anmounts for a |limted nunber of drugs and

bi ol ogicals. For drugs that are new and are substitutes for a
singl e drug whose cost is recognized in a unique APC, the
pass-through anmount woul d equal the difference between 95 percent
of the AWP for the pass-through drug and the paynent rate for the
conpar abl e dose of the associated drug. The paynent rate for the
conpar abl e dose of the associated drug al so woul d be used to
determ ne the copaynent anount for the pass-through drug. Id. at
52,118. In the proposed rule, CMS indicated that darbepoetin
alfa, that is, Aranesp, "is a new substitute of epoetin
(Procrit)." 1d. at 52,118. Thus, CMS proposed that the pass-

t hrough paynent for Aranesp be calcul ated as the difference

bet ween 95 percent of the AW for Aranesp and the fee schedul e
paynment rate for the “conparable dose” of Procrit, whose pass-

t hrough status was scheduled to expire in 2003. See id.
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Interested individuals and entities were given until October
7, 2002, to submt their comments on the proposed rule. 67 Fed.

Reg. 53,644 (Aug. 16, 2002).

C. Comments on the Proposed Rul e

During the public coment period, plaintiff submtted a
Septenber 6, 2002 e-mail resubmtting an April 17, 2002 letter
fromplaintiff to CVMS addressi ng whet her Aranesp and Procrit were
sufficiently simlar to be paid at the sane rate. A R at 2342-
49. The April 17, 2002 letter fromplaintiff was a response to a
March 29, 2002 Otho Biotech letter to CVM5, submtted by Otho at
a public Cvs Town Hall Meeting on 2003 OPPS rates on April 5,
2002. A R 2243-49. The announcenent of the neeting in the
Federal Register invited “(p)roviders, physicians, hospitals,
codi ng specialists, and other interested parties . . . to present
their views” on paynent nethodol ogy for the 2003 OPPS rule. 67
Fed. Reg. 11,969-70. The admnistrative record includes several
other e-mail comments sent to CMS in Septenber 2002, sone of
whi ch attached references, studies, and previ ous correspondence
for CM5's review A R at 2317-29, 2350, 2351-2357, 2360, 2361-
63.

Plaintiff also submtted comments and material s dated
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Septenber 12, 2002 suggesting that Aranesp and Procrit were not
substitutes, and that it would be difficult to develop a
conpar abl e dosing rel ati onship between Aranesp and Procrit. AR
at 284- 345.

CVB recei ved comments on the proposed rule from Otho
Bi otech on Cctober 1, 2002 addressing the rel ationship of Aranesp
and Procrit. AR at 346-66. Otho urged CM5 to find that the two
products are substitutes with the sane clinical effects and
argued that hospitals should be paid at the sanme rate for both
drugs, subject to an appropriate conversion ratio.

In addition, plaintiff attended a neeting at CV5 on June 14,
2002, prior to the publication of the proposed rule, where the
nmol ecul ar structure, dosing ratio, price, and relative clinical
merits of Aranesp and Procrit were discussed. A R at 2259.
Plaintiff also submtted suppl enmental anal yses and naterials to
CVMB on these issues in June and July, 2002. A R 2250-51, 2260-

2273.

D. Treatnent of Aranesp under the Novenber 1, 2002 Fi nal
Rul e

On Novenber 1, 2002, CMS published a final rule concerning

t he 2003 OPPS paynent rates (the “final rule”). 67 Fed. Reg.
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66, 718 (Nov. 1, 2002). In this rule, CM5 acknow edged that it
had proposed to continue pass-through paynents for Aranesp. Id.
at 66,758. Purportedly in response to a comment on the proposed
rule submtted by Otho, CM5 then engaged in a discussion of
Procrit and Aranesp. CM noted that the products are not
“structurally equivalent,” and that Aranesp has a | onger
half-1ife than Procrit and can therefore be adm nistered |ess
frequently. 1d. Nonetheless, CM5 announced that it would deny
pass-through paynments for new drugs or biologicals which are
“functionally equivalent” to an ol der nedication for which they
substitute. 71d. Applying this new standard, CMS reduced

pass-t hrough paynents for Aranesp because it uses the sane

“bi ol ogi cal nmechanisni to reach the sane “clinical result” as the
ol der Procrit, i.e., both products stinulate bone marrow to
produce red blood cells. Id.

Under the “functionally equival ent” standard, the agency
determined that it would reduce Aranesp’ s pass-through paynent to
zero and reduce the reinbursenent rate for Aranesp by half, to
$2. 37 per mcrogram 67 Fed. Reg. 66,758-59. This reduction is
schedul ed to take effect January 1, 2003. 1d. at 66,718. The

tabl es acconpanying the Final Rule include a status indicator for
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Aranesp (“K’) indicating that CVM5 has now categorized Aranesp as
a non-pass-through drug or biological. 1d. at 66,760 (Table 9),
66,819 (listed under APC 734), 66,960 (listed under C1774).

As part of the process of determ ning a conversion ratio
bet ween these biologicals, CM5 net individually with plaintiff
and with Ortho Biotech on Septenber 26, 2002. A R at 2365-2411,
2048-94. At this neeting, plaintiff presented evidence on the
guestion of conparable dosage with Procrit. A R at 2364, 2365-
2411. Plaintiff gave its prepared response to specific questions
posed i n advance by CMS concerning dosage rati os and vari ous
studi es and nade a presentation consisting of forty-six slides of
i nformati on about Aranesp and Procrit dosage. 1d. Plaintiff
then followed-up its presentation with at |east one e-mail and a
detailed letter directing CM5's attention to ten different
scientific articles and studies. AR at 2412-13, 2414-34.

CMVMs al so reviewed the FDA | abeling for each drug and hired a
physi ci an consultant, Dr. Robert Rubin of the Georgetown
Uni versity School of Medicine, to conduct an independent review
of the available clinical evidence. Dr. Rubin participated in the
Sept enber 26, 2002 neeting with CM5. A R at 2365. Additionally,

CVB performed an internal review of this evidence. The body of
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literature reviewed included 40 nedical articles culled from
references submtted by the conpanies and results generated
through a Medline literature search. OCM also took into

consi deration both published and unpublished studies as well as
abstracts, conference reports, and materials provided by the two
conpani es. 67 Fed. Reg. 66,758. After analyzing the evidence

di scussed above, CMS established the paynent rate for Aranesp on
the basis of a conversion ratio of 260 International Units of
Procrit to one mcrogramof Aranesp (260:1). Id.

Ef fective January 1, 2003, CMS term nated pass-through
paynments for Procrit and reduced the pass-through paynent for
Aranesp to zero. These drugs will be paid at equivalent rates
for conparabl e doses, but in separate APCs. The 2003 paynent
rate for Procrit is $9.10 per 1000 Units. Using the conversion
ratio of 260:1 results in a paynent rate for Aranesp of $2.37 per

1 mcrogram 67 Fed. Reg. 66, 758-59.

VI. Legal Standard

Def endants have filed a notion to dismss or, in the
alternative, for summary judgnent.

The issues raised by the notion to dismss with respect to
standi ng and subject matter jurisdiction are questions of |aw
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that nay be decided without resort to an adm nistrative record.
The Court will not grant a notion to dismss for failure to
state a claimpursuant to Fed. R Cv. P. 12(b)(6) “unless it
appears beyond doubt that the plaintiff can prove no set of facts
in support of his claimwhich would entitle himto relief.”
Conley v. Gibson, 355 U. S. 41, 45-46, 78 S. C. 99, 102 (1957);
Kowal v. MCI Communications Corp., 16 F.3d 1271, 1276 (D.C. Gr
1994). Accordingly, upon consideration of a notion to dism ss for
failure to state a claim the Court accepts as true all of the
conplaint’s factual allegations. Hishon v. King & Spalding, 467
US 69, 73, 104 S. C. 2229, 2232 (1984); accord Does v. United
States Dep’t of Justice, 753 F.2d 1092, 1102 (D.C. G r. 1985).
Plaintiff is entitled to “the benefit of all inferences that can
be derived fromthe facts alleged.” Kowal, 16 F.3d at 1276.
However, the novant is entitled to judgnment if there are no
all egations in the conplaint which, even if proven woul d provide
a basis for recovery. Haynesworth v. Miller, 820 F.2d 1245, 1254

(D.C. Gir. 1987).

VII. Analysis
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This Court's jurisdiction to consider plaintiff's clains is
l[imted by Article Il of the United States Constitution, which
requires federal courts to consider only actual "cases" and
"controversies.”" U S. Const. art. IlIl. An integral piece of

this "bedrock requirenent,” is that a litigant have standing to
rai se the clains she seeks to have adjudi cated by the Court.

Valley Forge Christian Coll. v. Am. United for Separation of

Church & State, Inc., 454 U.S. 464, 474, 102 S. C. 752, 758
(1982). "The term'standing' subsunes a blend of constitutional
requi renents and prudential considerations,” which the Court nust
address before evaluating the nerits of plaintiffs' clainms. Id.
"The rul es of standing, whether as aspects of the art. 111
case-or-controversy requirenent or as reflections of prudenti al
considerations defining and limting the role of the courts, are
threshold determ nants of the propriety of judicial
intervention." warth v. Seldin, 422 U.S. 490, 517-18, 95 S. C
2197, 2215 (1975).

An individual has constitutional standing if (1) she has
suffered the "invasion of a legally protected interest which is

concrete and particularized,” and actual or inmnent; (2)

her injury is "fairly traceable” to the challenged action of the
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def endant and not the result of independent action by a third
party not before the court; and (3) a favorable decision wuld
“likely" redress the injury. Lujan v. Defenders of Wildlife, 504
U S. 555, 560, 112 S. C. 2130, 2136 (1992).

Courts have devel oped "prudential standing" rules, which act
as self-inmposed limts on the jurisdiction of Article Ill courts.
The Suprenme Court has articulated a "set of prudential principles
that bear on the question of standing." Valley Forge Christian
Coll., 454 U.S. at 474. These include: (1) the principle that
"*plaintiff generally nust assert his own |legal rights and
interests, and cannot rest his claimto relief on the |egal
rights or interests of third parties,'" id. (citing warth, 422
U S at 499); (2) an avoidance of "'abstract questions of w de
public significance' which anount to 'generalized grievances,'
pervasi vel y shared and nost appropriately addressed in the
representative branches,"” id. at 475 (citing warth, 422 U. S. at
499-500); and (3) a requirenment "that the plaintiff's conpl aint
fall within 'the zone of interests to be protected or regul ated
by the statute or constitutional guarantee in question,'" id.

(citing Assoc. of Data Processing Serv. Orgs. v. Camp, 397 U.S.

150, 153, 90 S. Ct. 827, 830 (1970)).
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Precedent of |ong-standing recognizes a "rule of self-
restraint” barring litigants fromclaimng standing "to vindicate
the constitutional rights of sonme third party." Barrows v.
Jackson, 346 U.S. 249, 255, 73 S. C. 1031, 1034 (1953). A party
"generally nust assert his own legal rights and interests, and
cannot rest his claimto relief on the legal rights or interests
of third parties." warth, 422 U.S. at 499. This is true even
where a plaintiff has alleged injury sufficient to neet the "case
or controversy" requirenment of Article Ill. Duke Power Co. v.
Caroline Env. Study Group, Inc., 438 U.S. 59, 80, 98 S. C. 2620,
2643 (1978). That a party may indirectly benefit from asserting
the rights of a third party will not suffice to confer standing.
See Warth, 422 U.S. at 514 (finding no standing where plaintiffs
were harmed indirectly by alleged violation of others'
constitutional rights).

The rationale for this rule, as consistently articul ated by
the Suprene Court, is that courts should avoid adjudicating the
rights of parties not before them rights which the parties "may
not wish to assert." Duke Power, 438 U.S. at 80. The prudenti al
rule provides courts with "the assurance that the nost effective

advocate of the rights at issue is present to chanpion them"
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Id. The rule also "'frees the Court not only from unnecessary
pronouncenent on constitutional issues, but also from prenature
interpretations of statutes in areas where their constitutional
application mght be cloudy," . . . and it assures the court that
the issues before it will be concrete and sharply presented.”
Sec'y of State of Maryland, 467 U.S. 947, 956 n.5, 104 S. Ct.
2839 (1984)(quoting United States v. Raines, 362 U. S. 17, 22, 80
S. C. 519 (1960)).

The third party standing rule aids the Court in guaranteeing
that plaintiffs nmeet Article Ill's requirenent of a
particularized injury. "The prudential limtations add to the
constitutional mnima a healthy concern that if the claimis
brought by soneone ot her than one at whomthe constitutional
protection is ainmed, the claimnot be an abstract, generalized
grievance that the courts are neither well equi pped nor well
advised to adjudicate."” Sec'y of State of Maryland, 467 U.S. at
955 n. 5.

The Suprene Court has, however, recognized sone
ci rcunstances, in which the prohibition on asserting third
parties' legal interests may be rel axed or disregarded

altogether. In Powers v. Ohio, 499 U S. 400, 111 S. C. 1364
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(1991), the Suprene Court articulated "three interrel ated
criteria" for permtting third-party standing: "'The litigant
must have suffered an injury in fact, thus giving himor her a
sufficiently concrete interest in the outcone of the issue in

di spute; the litigant nmust have a close relation to the third
party; and there nust exist sonme hindrance to the third party's
ability to protect his or her own interests.'" Miller v.
Albright, 523 U.S. 420, 447, 118 S. Ct. 1428 (1998) (O Connor,
J., concurring) (quoting Powers v. Ohio, 499 U S. at 411). This
third criteria finds its roots in the decision of Singleton v.
wulff, 428 U.S. 106, 96 S. . 2868 (1976), where the Court noted
that: "If there is sone genuine obstacle ... the third party's
absence fromcourt loses its tendency to suggest that his right
Is not truly at stake, or truly inportant to him and the party
who is in court becones by default the right's best avail abl e
proponent." Singleton v. wWulff, 428 U.S. at 116, 96 S. C. at
2875. Thus, the Court has permtted third party standi ng of
l'itigants agai nst whom a chal |l enged restriction was enforced,
where the enforcenent also resulted in a violation of a third
parties' rights. See Haitian Refugee Ctr. v. Gracey, 809 F.2d

794 (D.C. Gr. 1987) (citing warth, 422 U. S. at 510); see also
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Singleton, 428 U.S. at 113 (doctors who receive paynents for
their abortion services are "classically adverse" to governnent
as payer); Sullivan v. Little Hunting Park, 396 U. S. 229, 237, 90
S. &. 400, 404 (1969); Barrows v. Jackson, 346 U.S. at 255-256.

For several years, the Suprene Court failed to el aborate on
the "zone of interests" test. In recent years, however, it has
provi ded further guidance. |In the cases of Clarke v. Securities
Indus. Ass’n, 479 U.S. 388, 107 S. C 750 (1987), and Nat'I
Credit Union Admin. v. First National Bank & Trust Co., 522 U. S
479, 118 S. C. 927 (1988)(“nNcua’) , the Suprene Court interpreted
the "zone of interests" test fairly broadly. Under Clarke, a
plaintiff satisfies the prudential standing requirenent if she
was hersel f the subject of the contested admi nistrative act, or
if she shows that her rights are not so marginally related to the
pur pose of the statute that a court will assunme Congress did not
intend the suit:

The “zone of interests” test is a guide for deciding

whet her, in view of Congress’ evident intent to nmake

agency action reviewable, a particular plaintiff should

be heard to conplain of a particular agency decision. In

cases where the plaintiff is not itself the subject of

the contested regulatory action, the test denies a

right of reviewif the plaintiff’'s interests are so

marginally related to or inconsistent with the purposes
inmplicit in the statute that it cannot reasonably
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be assuned that Congress intended to permt the suit.

Clarke, 479 U.S. at 399.

When applying the “zone of interests” test, a court nust
“first discern the interests ‘arguably . . . to be protected by
the statutory provision at issue” and “then inquire whether the
plaintiff’s interests affected by the agency action in question
are anong them” nNcua, 522 U. S. at 492. For purposes of judicial
revi ew under the APA, the relevant statute is the statute “whose
violation is the gravanen of the conplaint. . . ” Lujan v. Nat'l
wildlife Fed'n, 497 U.S. 871, 886, 110 S. C. 3177, 3187 (1990).

A recent opinion of the U S. Court of Appeals for the
District of Colunbia Crcuit addresses the degree of flexibility
i nherent in the prudential standing test. Citing the case of
Mova Pharmaceutical Corp. v. Shalala, 140 F. 3d 1060, 1075 (D.C.
Cir. 1998), the court held that the DLC. “Circuit has

expl ai ned that ‘[the prudential standing] analysis focuses,
not on those who Congress intended to benefit, but on those who
in practice can be expected to police the interests that the
statute protects.’” Animal Legal Def. Fund, Inc. v. Glickman, 154

F.3d 426, 444 (D.C. Cr. 1998). The sane opinion held that:
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The zone of interests requires sonme indicia—however

slight—that the litigant before the court was intended

to be protected, benefitted or regulated by the statute

under which suit is brought. Courts should give broad

conpass to a statute’s zone of interests in recognition

that this test was originally intended to expand the

nunber of litigants able to assert their rights in court.
Id. (citing Autolog Corp. v. Regan, 731 F.2d 25, 29-30 (D.C. Cr

1984) .

Pursuant to the "zone of interests” test, the first step in
the Court's analysis nust be to identify the interests protected
by the Medicare Act, the relevant statute. The Medicare statute
"establishes a federally subsidized health insurance programto
be adm nistered by the Secretary." Heckler v. Ringer, 466 U.S.
602, 604, 104 S. . 2013, 2015 (1984). Congress described the
Medi care program as "nore adequate and feasible health insurance
protection" designed to "contribute toward maki ng econonic
security in old age nore realistic, a nore nearly attainabl e goa
for most Anericans.” S. Rep. No. 89-404, (1965), reprinted in
1965 U.S. U S CC A N 1943, 1964.

G ven this definition, the next question for the Court is
whet her plaintiff's interests are within the "zone of interests”
intended to be protected by the Medicare Act. In other words, the

Court nust determ ne whether the plaintiff drug conmpany was
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intended to be protected, benefitted or regulated by the rel evant
statutory provision.

Plaintiff makes the followi ng principal argunents in support
of its standing to bring this action. First, plaintiff contends
that it has prudential standing because it was the “subject of
the contested regulatory action.” Pl."s Initial Mem on Subject
Matter Jurisdiction and Standing at 33. The “contested regul atory
action” here is CM5 decision to "revoke" its decision approving
plaintiff for pass-through status. 67 Fed. Reg. 66,718, 66, 758.
After Congress enacted the transitional pass-through statute to
assure paynent for new drugs and biol ogicals at 95 percent of
AWP, 42 U.S.C. 8§ 13951(t)(6), CM5 inplenented the statute by
establ i shing procedures whereby individual drugs woul d be
consi dered for pass-through status. In so doing, the agency
expressly recogni zed the right of “manufacturer[s] or other
interested partie[s],” including physicians, patients' groups and
hospitals, to make subm ssions regarding a drug's suitability for
pass-through status. See 67 Fed. Reg. 18,434, 18,481 (Apr. 7,
2000). Tr. 12/23/02 at 150-152, 160-61.

Plaintiff construes the agency's decision as regul atory

action directly against it, thereby conferring the required

26



standi ng. See Liquid Carbonic Indus., Corp. v. Fed'l Energy
Regulatory Comm’n, 29 F.3d 697, 704 (D.C. Cr. 1994); Beverly
Health & Rehab. Serv., Inc. v. Thompson, 223 F. Supp.2d 73, 86
n.11 (D.D.C., 2002); Bldg. Industry Ass’n of Superior California
v. Babit, 979 F. Supp. 893, 900 (D.D.C., 1997); T&S Prod. Inc. v.
U.S. Postal Serv. Case No. 94-896, 1994 W. 1026493 at *5 (D.D.C.
May 26, 1994).

Second, plaintiff argues in the alternative that even if it
were not the direct subject of the contested decision, plaintiff
woul d neverthel ess neet the “zone of interests” test articul ated
in NCUA and Clarke. Plaintiff contends that the “zone of
interests” test “is not nmeant to be especially demandi ng” and
that “there need be no indication of congressional purpose to
benefit the woul d-be-plaintiff.” Pl.”s Initial Mem at 33,
(citing Clarke, 479 U. S. at 399). Nevertheless, the Court nust
still resolve the question of whether plaintiff's interest is
al i gned and consistent with the statutory objectives, rather than
“only marginally related to or inconsistent with” the statute at
i ssue. Clarke, 479 U. S. at 399.

Third, plaintiff maintains that its mssion, as well as that

of other drug conpanies, is to develop and sell nedi cal
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therapies. Wi le these conpanies are comercial enterprises,
argues plaintiff, their business interests are not inconsistent
with the objectives of the Medicare Act. Just as hospitals need
rei nbursenent to provide beneficiaries with care, pharmaceuti cal
manuf act urers need nonetary incentives to sell their products to
health care providers. Plaintiff asserts that firns who are

noti vated as Congress expected they woul d be are not thereby
acting at cross-purposes with the Medicare statute. Pl.’s Initial
Mem at 34.

In so asserting, plaintiff points to prudential standing
jurisprudence recognizing that a plaintiff’s comrercial interests
can be aligned with a statute’s “zone of interests” even though
plaintiffs are not the subject, or even direct beneficiaries, of
a given statute. It further maintains that, even the governnent
concedes that “commercial conpetitors of regulated firns seeking
to enforce those regulations invariably pass the zone-of-interest
test.” I1d. (citing Defs.” Mem Supp. Summ J. at 28).

Finally, plaintiff contends that, while the Medicare Act was
not enacted for the specific purpose of benefitting drug
manuf acturers, one of the interests “arguably to be protected” by

the Act is an interest in full reinbursenent for successful new
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products devel oped by drug conpanies, so that Mdicare
beneficiaries have access to new treatnents and technol ogi es.
Thus, according to plaintiff, its interest in maintaining its
product’s pass-through status is aligned and consistent with the
obj ectives of the Medicare Act because plaintiff seeks to
maxi m ze the access that Medicare beneficiaries have to its new
pr oduct .

Def endants counter that plaintiff |lacks standing to maintain
the present action because it cannot satisfy the prudenti al
standi ng requi renment by asserting the rights of third parties.
They further allege that the only interest plaintiff seeks to
protect is its own interest in pronoting financial gain.

Def endant s enphasi ze that plaintiff nust denonstrate that

i ncreasi ng drug manuf acturer revenues and narket share are anong
the interests “arguably . . . to be protected” by the statutory
provision at issue, Defs.” Mem Supp. Summ J. at 26, and submt
that plaintiff has failed to point to any specific |anguage in
812951(t)(6)(D), its legislative history, or any other provision
of the Medicare Act indicating that the purpose of meking pass-
t hrough paynents is to increase the revenues of drug

manuf acturers. I1d. Defendants also naintain that the |egislative
hi story of the Bal anced Budget Refinenment Act of 1999 clearly
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i ndicates that the transitional pass-through paynent system was
enacted solely for the advantage of the beneficiaries of the
Medi care program According to defendants, the only purpose of
t he pass-through paynment provisions was to nake certai n drugs,
bi ol ogi cal s and nedi cal devices avail able to Medicare patients,
not to increase the revenues of drug manufacturers.

Finally, defendants argue that plaintiff’s interest in
preventing its anticipated | oss of market share to the conpeting
bi ol ogical Procrit is outside the “zone of interests” to be
protected by the Medicare statute. Wile the agency concedes
that commercial conpetitors of regulated firms seeking to enforce
the regul ations invariably pass the test, they point out that the
Medi care Act does not regulate the activities of pharnaceuti cal
producers. Rather, CMS only determ nes which products will be
covered under the program and the anmount of reinbursenment that
will be paid to the hospital purchasers of those products. Wile
plaintiff mght have a financial interest in a statutory
provi sion intended to pronote the use of new pharnmaceutical s by
hospital s serving Medicare beneficiaries, plaintiff has offered
no support whatsoever for the proposition that the congressional

pur poses underlying the pass-through systemincluded providing
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pharmaceuti cal manufacturers benefits for devel opi ng new
product s.

Def endants rely heavily on the case of TAP Pharmaceuticals
v. U.S. Dept. of Health and Human Serv., 163 F.3d 199 (4th Gr.
1998), in which the Fourth G rcuit considered whether standing
coul d be predicated on TAP Pharmaceutical’s interest in enforcing
the regulatory and statutory provisions requiring reinbursenent
for a drug to be based not on the cost of a conpeting drug but on
the cost of the drug itself. The court held that even a finding
that TAP was nore than an incidental beneficiary would not be

sufficient to satisfy prudential standing requirenents where “a
party’s claimrests solely on an interest in the enforcenent of a
statutory provision." 1d. at 206-07.

Wth respect to standing, Ortho nmaintains that its standing
to intervene in defense of the challenged rule is co-extensive
with that of the plaintiff. It proceeds to argue, however, that
nei t her conpany neets the standing requirenents. It points out
that the Medicare programis a federally subsidized health
I nsurance program "designed to insure the elderly against the

often crushing costs of nedical care." Heckler, 466 U. S. 602 at

605, 627. Otho maintains that neither the Medicare Act nor its
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OPPS provisions can be read to enconpass the particul ar interest
that plaintiff advances in its litigation, i.e., increasing its
mar ket share and di m nishing that of Ortho with respect to
Procrit.

Havi ng consi dered the argunents of the parties, as well as
those of intervenor Ortho, the Court is persuaded that plaintiff
| acks the prudential standing required to maintain this action.
The purpose of the Medicare Act is, inter alia, to make the best
of nodern nedicine available to the elderly. S. Rep. No. 89-404,
(1965), reprinted in 1965 U.S.C.C. A N 1943, 1964. One of the
ways the statute seeks to acconplish this goal is by reinbursing
hospital s that provide prescription drugs on an outpatient basis
for the drugs that they purchase and provide. The hospitals and
the patients are the clear beneficiaries of the Act in general,
and the OPPS rei nbursenment scheme specifically. The drug conpany
is clearly not a direct beneficiary of the Medicare Act, as it is
not anong those eligible for reimbursenent of nedical expenses
under the federal program The pass-through paynent nechani sm was
enacted to ensure Medicare beneficiaries access to the newest and
nost effective technol ogy, Defs.” Mem Supp. Summ J. at 27

(quoting S. Rep. No. 106-1999 at 17 (1999)), not to ensure drug
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conpanies certain levels of sales. Indeed, plaintiff concedes
t hat Congress’ "obvious" purpose in making the 95 percent of AW
rei nbursenent guarantee was to ensure that hospitals provide
Medi care beneficiaries with new nedi cal products when those were
needed. Pl.'s Initial Mem at 36. Accordingly, plaintiff has
failed to denonstrate that providing incentives to, or conferring
a benefit on, drug manufacturers was anong the purposes, or
within the "zone of interests,” of the Medicare Act. Wile there
exi st statutes, such as, for instance, the O phan Drug Act, 21
U S.C. 88 360aa-ee, that are intended to provide incentives to
t he pharnmaceutical industry, the statutory provision at issue in
this case is clearly not anong them

Plaintiff argues that its interests are within the
prudential standing "zone" because they are "aligned" wth that
of the statute's beneficiaries. Wile plaintiff maintains that
Its interest in recovering a certain |evel of reinbursenent for
Aranesp is consistent with the statute's aimof increasing
beneficiaries' access to the drug, the Court is not persuaded
that those interests go hand in hand. First and forenost, a
reduction in hospitals' reinbursenent |levels for Aranesp in no
way precludes hospitals from purchasing the product altogether.

Second, it would be a stretch of the inagination to conclude that
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t he question of whether pharmaceutical conpani es enbark on
research and devel opnent of new drugs is contingent on the |evels
of reinbursenent provided to third parties for those new drugs
under the pass-through provisions of the Medicare statute.
Moreover, it is nore than conceivable that plaintiff's interests
and those of the Medicare beneficiaries would diverge in certain
ci rcunst ances. For instance, recognition of drug conpanies
"entitlenments” to certain |levels of reinbursenment would renove
the flexibility necessary to best neet beneficiaries' evolving
needs. Medi care beneficiaries have no interest in particular
drugs being rei nbursed at higher levels than others. A
beneficiary in need of one drug one day m ght very well find
hinsel f or herself in need of another the next.

As far as direct interests are concerned, it appears to the
Court that the interest plaintiff is seeking to protect is its
own conpetitive interest in financial gain. Wile a legitimte
commercial objective, this interest is not closely aligned with
t he objectives of the federal health care insurance act. In fact,
the ram fications of recognizing prudential standing for
pharmaceuti cal conpanies to challenge CMS' determ nations with
respect to reinbursenent levels to third parties on the basis of
such an interest are staggering. It is not difficult to foresee a
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scenario where a court's recognition of such an interest and
standing to protect it could potentially harm beneficiaries
ability to obtain needed services. Additionally, though the
possibility unfortunately exists that Medicare beneficiaries my
be adversely affected by di mi ni shed purchases of Aranesp by
hospitals, plaintiff sinply has no |l egal right to assert the
interests of those third parties. Likewi se, plaintiff has no
standing to protect the general public's interest in the

devel opment of nedical products. See Pl.'s Mem Supp. Summ J. at
41; see also Devlin v. Scardelletti, 122 S. C. 2005, 2009
(2002) (noting that prudential standing requirenents include the
general prohibition on generalized grievances nore appropriately
addressed to the | egislative branch).

Wth respect to plaintiff's interest in preventing its
anticipated | oss of market share to Otho, the Court does not
consider that indirect interest to be within the requisite "zone"
either. Wiile courts have found that the conpetitors of
regulated entities neet the prudential standing requirement, see
Am. Fed'n of Gov't Employees, Local 2119 v. Cohen, 171 F.3d
460( 7" Gr. 1999), neither plaintiff nor Procrit are directly

regul at ed under the Medicare provisions at issue before this
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Court. CMS does not determ ne whether Aranesp or Procrit can be
sol d, the purposes for which the products may be used, or the
prices that their manufacturers may charge purchasers. The FDA
not the CM5, is the regul atory body governi ng pharmaceutical s.
For these reasons, this case can be distinguished fromthe ncuA
case relied upon by plaintiff. Wile in ncua, banks were found
to have prudential standing as conpetitors of credit unions, the
statute in question in that case, the Federal Credit Union Act,
directly regulated the credit unions. In the case at bar, the
rel ati onship between the Medicare Act and pharnmaceuti cal
conpanies is far nore attenuat ed.

Plaintiff also relies on a series of cases finding
prudenti al standi ng based on a vendor-vendee rel ationship. It
cites Nat'l Cottonseed Prod. Ass'n v. Brock, 825 F.2d 482, 489-92
(D.C. Gr. 1987), in which "[the court] treated the respirator
seller's interest, and that of the regulated firns, as 'two sides
of the sanme coin.'" Ethyl Corp. v. EPA, 306 F.3d 1144, 1148
(D.C. Gr. 2002). Nat'l Cottonseed Prod. Ass'n invol ved the
application of the "zone of interests"” test to a respirator
manuf act urer seeking to challenge an OSHA regul ation that

downgraded the rating of its respirators, which were a neans of
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conpliance wth certain workplace environnmental conditions

regul ations. National Cottonseed Prod. Ass'n, 825 F.2d at 489.
Appl ying the "binding precedent"” of FAIC Securities, Inc. v.
United States, 768 F.2d 352, 359 (D.C. Cr. 1985), the court held
that "vendors could neet the prudential (standing) requirenent
even if they did not independently fulfill the zone test; it
woul d do for this purpose if their custonmers or potenti al
custonmers passed the test." Nat'l Cottonseed Prod. Ass'n, 825
F.2d at 489.

Though the | anguage of the cases is indeed broad, they are
readi |y distinguishable on their facts. In the Nat'l Cottonseed
Prod. Ass'n case, the entities purchasing the respirators in
guestion were directly regulated by OSHA. Specifically, they were
cotton processing plants required by the | aw to purchase
respirators pursuant to OSHA regul ations. In the present case,
the hospitals purchasing plaintiff's product are neither
regul ated nor required to purchase plaintiff's product pursuant
to the Medicare provisions under scrutiny by the Court. In the
FAIC Securities case, a deposit broker and a trade association
whose nmenbers included deposit brokers chall enged as unl awf ul

certain Federal Honme Loan Bank Board and Federal Deposit
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| nsurance Conpany regul ati ons. The regul ations in question
altered previous rules by adding the proviso that, in the case of
funds deposited by or through a deposit broker, insurance
coverage would be limted to $100, 0000 per broker, per financial
institution. The depositors alleged that they would be forced
out of business by the regulations and that their customers would
be deprived of placing deposits through a broker. Nat'l
Cottonseed Prod. Ass'n, 825 F.2d at 489 (quoting FAIC Securities,
Inc, 768 F.2d at 356.) In the present case, Medicare is but a
fraction of plaintiff's market, and plaintiff itself is not
alleging that it will be forced "out of business"” by the
regul ati on providing for |ower reinbursenent levels to third
parties for its product. Simlarly, plaintiff's hospital
"custoners” will not be "deprived" of the opportunity to purchase
t he product.

In holding as it did in National Cottonseed Products, the
D.C. Grcuit concluded that it was followi ng the FAIC Securities
case because no "tenable distinction" could be drawn between the
rel ati onships and the third parties in the two cases. Nat'l
Cottonseed Products Ass'n, 825 F.2d at 492. In the present case,

a nore than tenabl e distinction can be drawn. Unli ke the fact
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patterns in both cases cited by plaintiff, the hospital
purchasers of the products, or vendees, in this case are not

regul ated entities under the relevant statute. They are nerely
pur chasers of the pharnaceutical products who enjoy reinbursenent
fromthe governnent for their purchases of drugs from

manuf acturers like plaintiff. Plaintiff has anple market
opportunities outside the Medicare systemand is not anticipating
fatal busi ness consequences frominplenmentation of the final

rul e.

The case of TAP Pharmaceuticals v. U.S. Dept. of Health and
Human Serv. IS the case nost anal ogous to the present action. In
that case, the Fourth G rcuit held that a drug manufacturer of
Lupron | acked standing to challenge a Medicare Part B
rei mbursenent policy that reduced the amobunt paid to doctors for
providing the plaintiff manufacturer's drug to the anmount paid
for a conpeting drug. Based upon its analysis of the governing
Suprene Court cases, the Court of Appeals in TAP Pharmaceuticals
concl uded that "when Congress passes a statute regulating a
defined class, its intention to limt the class nust be given the
sane respect as its intention to regulate." TAP Pharmaceuticals,

163 F. 3d at 207. Accordingly, the court held that "where a
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statute defines a group that is subject to its provisions, a

party asserting commercial interests satisfies the "zone of
interests"” test only if its interests put it in the sanme position
as a nenber of the subject group or a commercial conpetitor of
such a menber." I1d. The parties subject to the Medicare statute
are its beneficiaries who have an interest in receiving
reasonabl e and necessary nedi cal services. TAP Pharmaceuticals
was not a menber of the regul ated cl ass because it "obviously
does not receive nedical services." 1d. Moreover, TAP did not
directly provide Lupron to patients. |Its interest, therefore,
was not in providing medical care to beneficiaries, but in
"increasing sales of Lupron.” I1d. Finally, the court observed
that TAP Pharnmaceuticals could not claimstanding as a conmerci al
conpetitor of a party subject to the statute because TAP conpetes
not with Medicare beneficiaries, but with the manufacturer of the
drug Zol adex. 1d. For all of these reasons, the court concl uded

that TAP Pharnmaceuticals was not within the "zone of interests”
protected by the Medicare Part B program
Applying the principles articulated in TAP Pharmaceuticals

to the present case |leads to the conclusion that, for the reasons

outlined above, plaintiff |lacks standing to nmaintain the action.
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Li ke the drug manufacturer plaintiff in TAP Pharmaceuticals,
Angen asserts an interest in enforcing a statutory provision that
purportedly sets the Medicare paynent rate for a particular
pharmaceuti cal product on the basis of 95 percent of the average
whol esal e price of that product, and not on the basis of the

Medi care paynent rate for a conpeting pharnaceutical product.
Like the plaintiff in Tap Pharmaceuticals, Angen i s asserting
purely conmercial interests in increasing its revenues and
preventing | oss of market share to its conpetitor. Like the
plaintiff in TAP Pharmaceuticals, Angen is neither a beneficiary
of the Medicare statute nor a conpetitor of an entity that is
regul ated by that statute. Plaintiff does not receive nedical
services and it does not conpete with Medicare beneficiaries, but
with the manufacturer of Procrit. Since its purely conmmerci al
interest in the sale of Aranesp does not place it "in the sane
position as a nenber"” of the beneficiary group or "a conmerci al
conpetitor of such a nenber,"” Angen, like the plaintiff in TAaP
Pharmaceuticals, cannot satisfy the prudential standing

requi renents inposed by the APA. TAP Pharmaceuticals, 163 F. 3d

at 208.
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This Court recognizes that, in reaching its conclusions, the
Fourth Grcuit in TAP Pharmaceuticals rejected the approach
adopted in the unpublished District Court opinion in Ioptex
Research, Inc. v. Sullivan, Case 90-2346, 1990 W 284512 (C. D.
Cal., Dec. 10, 1990). 1In that case, the plaintiff was a
manuf acturer of intraocular lenses ("IOLs") that chall enged a
final notice issued by HHS establishing the rei nbursenent rate
for 10Ls under Part B of the Medicare Act. The United States
District Court for the Central District of California held that
plaintiff had standing to pursue the case because its interest in
gai ning wider distribution of its product was not inconsistent
with the Medicare Act's purpose of "making the best of nodern
medi cine available to the elderly." 1d. at 4.

Wiile the facts of the Toptex case are admttedly simlar
to those at hand, this Court is persuaded by the rationale
articulated in TAP Pharmaceuticals, which found that the decision
in Ipotex msinterpreted the Medicare Act's purpose. As the
Fourth Grcuit stated, the objective underlying the Medicare
statute was to nake the best of nodern nmedici ne more avail able to
the elderly than it would be in the absence of the Act. TAP

Pharmaceuticals, 163 F.3d at 205 n. 2 (enphasis added). If the
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statute had provided rei nbursenent to pharmaceutical conpanies
directly, rather than to health care providers, or if it had
outlined specific incentives for the devel opnment of new drugs for
the elderly, its aimcould nore reasonably have been interpreted
to be sufficiently aligned with plaintiff's interests to confer
st andi ng.

This Court is not alone in adopting the TAP Pharmaceuticals
court's rationale. The Seventh G rcuit has cited TAP
Pharmaceuticals for the proposition that even those who nay be
nore than incidental beneficiaries of a statute do not
necessarily pass the "zone" test. Am. Fed'n of Gov't Employees,
Local 2119, 171 F.3d at 469 n. 10.

Plaintiff relies heavily on the | anguage of Ethyl Corp. v.
EPA. In that case, the U S. Court of Appeals for the District of
Colunmbi a heldthat a fuels additives manufacturer had prudenti al
standi ng under the “zone of interests” test to maintain its
rul emaki ng chall enge to the EPA"s new rul e concerning auto
manuf acturers’ conpliance with respect to em ssions standards:

[ T]he ‘zone of interests’ protected .

by the Act . . . include []not only those
chal | engers expressly nentioned by Congress,
but al so unnentioned potential challengers that

Congress woul d have thought useful for the statute’s
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pur pose [whose chal | enges thereby support an
i nference of that Congress woul d have intended
eligibility].

Ethyl Corp. v. EPA, 306 F.3d at 1148.

Plaintiff relies on this case to support its argunment that
the TAP Pharmaceuticals case was inconsistent with precedent and
"sinply wong." Pl."s Initial Mem at 37. The court rejects this
characterization. The TAP Pharmaceuticals case is the only
anal ogous circuit court opinion addressing the precise issue of
pharmaceuti cal conpani es' standing pursuant to the provisions of
the Medicare Act and its rationale is persuasive. Wile the D.C.
Circuit's language in the Ethyl case is admttedly broad, it
nevertheless is inapplicable to the present case.

First, the plain | anguage of the Ethyl Corp. opinion refers
to an inplicit expectation on the part of Congress that the
plaintiff be "eligible" to challenge the act. In the present
case, plaintiff points to no specific |anguage in the pass-

t hrough provision or its legislative history to indicate that the
pur pose of nmaki ng pass-through paynments was to increase drug
manuf acturers' revenue. |In fact, there is evidence that, in
enacting the provision, Congress was responding to a concern that

oversights in the OPPS system"could lead to restricted
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beneficiary access to drugs, biologicals and new technology.” H
Rep. No. 106-436(1)(enphasis added). Simlarly, the Senate report
I ndi cated that the provision was intended to "ensure that
beneficiaries have access to the newest and nost effective
technology." S. Rep. No. 106-199, Committee on Finance, at p. 17
(1999) (enphasi s added) .

Second, the interests of the manufacturers of fuel additives
and those of the Clean Air Statute are nore congruent or aligned
than the interests of drug conmpanies and those of the Medicare
statute. In the fornmer case, both "interests" are ained at
devel opi ng products that will reduce harnful air pollutants.
Ethyl Corp., 306 F.3d at 1148. 1In the latter case, the
conpanies' interest lies in preserving market share and financi al
gains, while the statute's interest lies in increasing
beneficiaries' access to new and innovative drugs. The two

I nterests cannot rationally be deened "consistent."

Conclusion

For the foregoing reasons, the defendants' notion to dismss
I S GRANTED based on plaintiff's lack of standing to bring this

action. Because plaintiff is neither a direct beneficiary of the
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Medi care Act nor engaged in conpetition against, or sales to, a

directly regulated entity, it falls outside the "zone of

i nterests" sought to be benefitted, protected, or regul ated by

the statute in question. Wile there is an interdependence anong

plaintiff, the hospitals involved in the OPPS program and CMS5,

their interests are not sufficiently congruent or aligned for

plaintiff to meet the requirenents of prudential standing.
Because the threshold i ssue of standing has been resol ved

against plaintiff, the Court need not reach the remaining issues.

An appropriate order acconpanies this opinion.

Signed: Emmet G. Sullivan
United States District Judge
December 26, 2002
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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

)
AMGEEN | NC. , )
)
Plaintiff, )
V. )
)
)Civ. Action. 02-2259

(ECS)
THOVAS SCULLY, Adm nistrator, )
Centers for Medicare and Medicaid )
Servi ces, HHS, and )
)
TOMW THOVPSON, )
Secretary, Departnent of Health )
and Human Servi ces. )
)
Def endant s )
)

ORDER AND JUDGMENT

Pursuant to Fed. R Cv. P. 58 and for the reasons stated by
the Court in its Menorandum Opi ni on docketed this sanme day, it is
by the Court hereby

ORDERED t hat defendants' notion to dism ss i s GRANTED; and
it is

FURTHER ORDERED and ADJUDGED that the Cerk shall enter
final judgnent in favor of defendants and against plaintiff,

whi ch judgnment shall declare that plaintiff's conplaint is
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di sm ssed for |ack of standing pursuant to Fed. R Cv. P.

12(b) (6).

Signed: Emmet G. Sullivan
United States District Judge
December 26, 2002
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Noti ce to:

Jonat han Abr am
Hogan and Hartson LLP

555 13th Street, NW
Washi ngt on, DC 20004-1109

Shei | a Li eber

U S. Departnent of Justice
Cvil Division

20 Massachusetts Ave., NW
Rm 7102

Washi ngt on, DC 20530

Steven A Zal esin

Eri k Has

Pat t erson, Bel knap, Wbb & Tyler LLP
1133 Avenue of the Anmericas

New Yor k, NY 10036

Eugene A. Till man

Joseph W Metro

Hel en Kirsch

Reed Smith LLP

1301 K Street, N W, Ste 1100 East
Washi ngt on, DC 20005
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