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7 UNITED STATES DISTRICT COURT
WESTERN DISTRICT OF WASHINGTON

8

WASHINGTON STATE PHARACY ASSOCIA-
9 TION, a Washington coiporation; NATIONAL

10 COMMUNITY PHARMACISTS ASSOCIATION, a
Virginia coiporation; NATIONAL ASSOCIATION OF

II CHAI DRUG STORES, a Virginia coiporation;
SHIR SPECIALTY PHARMACY, INC., a

12 Washington coiporation; CATHLAMET PHARACY,

13 INC., a Washington coiporation; CAMMACK'SPHARACæS, INC. d/b/a JIM'S PHARMACY, a

14 Washington coiporation; INDEPENDENT
PHARMACISTS RELIEF SERVICE, INC. d/b/a

IS RITZVILLE DRUG COMPANY; SOAS, L.L.C., a
Washington coiporation; CAMp.RILEY DRUG

16 COMPANY d/b/a PHARM-A-SAVE, a Washington

17 corporation; and PAUL GLASEBROOK, an individual,18 Plaintiffs,
19 vs.
20 CHRISTINE GREGOIRE, not individually, but solely in

21 her offcial capacity as Governor of the State of
Washington; STAN MARSHBURN, not individually,

22 but solely in his official capacity as Interim Secretary of
the Washington State Department of Social and Health

23 Services; and WASHINGTON STATE DEPARTMENT
OF SOCIAL AND HEALTH SERVICES,

24

25

26

Defendants.
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I Plaintiffs Washington State Pharacy Association ("WSPA"), National Association of

2 Chain Drug Stores ("NACDS"), National Community Pharmacists Association ("NCP A"),

3 Shiraz Specialty Pharacy, Inc., Camack's Pharmacies, Inc., d//a Jim's Pharmacy,

4 Independent Pharmacists Relief Services, Inc. d/b/a Ritzvile Drug Company, SOAS, L.L.C.,

5 Cathlamet Pharmacy, Inc., and Camp Riley Drug Co., Inc. d//a Pharm-A-Save (collectively,

6 the "Pharmacies") and Paul Glasebrook, move this court for a temporary restraining order

7 enjoining the Defendants from implementing a 6% reduction in Medicaid reimbursement to

8 pharmacies for prescription drugs provided to Medicaid beneficiaries.

9 INTRODUCTION
10 Pursuant to Fed. R. Civ. P. 65, this Court should grant the Motion for Temporary

II Restraining Order of Plaintiffs. This case presents urgent federal questions related to the

12 validity of a pending drastic cut to Washington Medicaid drug reimbursement rates scheduled

13 to take effect on April i, 2009.

14 Immediate relief from implementation of the Medicaid rate cut is appropriate here.

15 First, Plaintiffs can demonstrate that they are likely to succeed on the merits because the

16 Departent's rate cut is unlawful under the Supremacy Clause of 
the United States

17 Constitution, Ar. VI, Sec. 2, as it was promulgated without consideration and in violation of

18 the quality of care, access, and other provisions of Section i 902(a)(30)(A) of 
the Social

19 Security Act ("Section 30(A)"). Similar Medicaid rate cuts in California were recently

20 enjoined for this same reason. See Independent Living Ctr. of So. Cal., Inc. v. Shewry, 543

21 F.3d 1050, 1065 (9th Cir. 2008); Managed Pharmacy Care v. Jolly, 2009 WL 510392, *9

22 (C.D. CaL. Feb. 27, 2009). A copy of 
the opinion in Managed Pharmacy Care is attached as

23 Exhibit A. Plaintiffs can further demonstrate that the Deparent's rate cut is unlawful

24 because it was promulgated without federal approval, and in contravention of rate-setting

25 requirements set forth in Washington statutes, and the Deparent's own rules.

26
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I Second, Plaintiffs wil suffer irreparable har if 
the rate cut goes into effect. The rate

2 cut will result in the Pharmacies receiving reimbursement for most Medicaid prescriptions at a

3 level below cost, thus requiring pharmacies to fill and dispense these prescriptions at a loss.

4 The Pharmacies will be forced to take drastic actions to respond to the rate cuts, such as

5 declining to accept new Medicaid patients, refusing to fill certain high-cost medications like

6 HIV / AIDS medications, reducing business hours, laying off staff, and even shutting down

7 entirely. These injuries are particularly acute in rural areas, which may have only one

8 pharmacy to serve the prescription medication needs of 
the entire community. Individual

9 Medicaid beneficiares, like Plaintiff Glasebrook, wil suffer reduced access to needed

i 0 medicine because the cuts wil limit or eliminate available pharmacy providers.

II Third, the balance of harms favors granting the temporary restraining order because,

12 when faced with a conflict between financial concerns and preventable human suffering, the

13 balance of hardship tips in favor of preventing human suffering. Finally, the public interest

14 favors granting the temporary restraining order because if the rate goes into effect, pharacies

15 will be forced to take the above-mentioned actions that wil deprive Washington citizens of

16 access to needed health care services.

17 Plaintiffs bring this action as a measure oflast resort. Since learing of the impending

18 Medicaid rate cut, Plaintiffs have attempted to persuade the Departent that the rate cut

19 should be halted for the reasons set forth in this Memorandum. Unfortnately, those efforts

20 have been unsuccessful, as the Departent announced that the rate cut wil be implemented

21 unless a court intervenes.

22

23 I.

24

BACKGROUND

PHARCY REIMBURSEMENT IN THE MEDICAID PROGRAM

Medicaid is a joint federal and state program created under Title XIX of the Social

25 Security Act to provide health care coverage to indigent and otherwise disadvantaged

26 Americans. It is commonly referred to as the payor oflast resort because Medicaid bene-
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I ficiaries typically lack other adequate means of obtaining payment for medical care. Federal

2 and state governent agencies share responsibility for funding Medicaid. Each state

3 administers its own Medicaid program in accordance with federal and state law and a

4 Medicaid State Plan which CMS reviews and approves. 42 C.F.R. § 430. i 0 et seq.

5 Washington's Medicaid State Plan under Tite XI of the Social Security Act, Medical

6 Assistance Program ("Washington State Plan") is a comprehensive written statement sub-

7 mitted by the Departent to CMS that describes the nature and scope of 
the State Medicaid

8 program, and gives assurances that the Department wil administer the State Plan in con-

9 formity with the specific requirements of 
the Social Security Act. CMS must approve

10 amendments to the State Plan prior to Washington implementing those changes. Exeter

11 Mem 'I Hosp. Ass 'n v. Belshe, 145 F.3d 1106, 108 (9th Cir. 1998) adopting and affrming

12 Exeter Mem 'I Hosp. Ass 'n v. Belshe, 943 F. Supp. 1239 (E.D Ca. 1996); 42 C.F.R. § 430.12.

13 In order to comply with federal law, a state Medicaid program must comply with the

14 "quality of care" clause of Section 30(A) which provides in pertinent part:

15

16

17

(a) A state plan for medical assistance must. . . provide such
methods and procedures relating to the . . . payment for, care
and services available under the plan . . . as may be necessary
. .. to assure that payments are consistent with effciency,

economy, and quality of care. . . .
18

42 U.S.c. § 1396a(a)(30)(A); Orthopaedic Hosp. v. Belshe, 103 F.3d 1491, 1496 (9th Cir.
19

1997), cert. denied, 522 U.S. 1044 (1998).
20

21
A state Medicaid program must also comply with the "access" clause of Section

30(A), which provides in pertinent part:
22

23 (a) A state plan for medical assistance must. . . provide such
methods and procedures relating to the. . . payment for, care
and services available under the plan. . . as may be necessary. .
. to assure that payments . . . are suffcient to enlist enough
providers so that such care and services are available under the
plan at least to the extent that such care and services are

available to the general population in the geographic area.

24

25

26
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iId.
2 To demonstrate that its rate setting is not arbitrary and capricious, a state must have

3 determined, prior to implementation, that the rate complies with the "quality of care" and

4 "access" provisions of Section 30(A). "To do this, the Departent must rely on reasonable

5 cost studies, its own or others', that provide reliable data as a basis for rate setting."

6 Orthopaedic Hosp., 103 F.3d at 1496. Federal rules also require each state Medicaid agency

7 to certify to the federal governent that the state plan satisfies the requirements of Section

8 30(A). 42 C.F.R. § 447.300 et seq.

9 Retail pharacies dispense prescription drugs to patients who are covered by

10 Medicaid. In return, pharmacies receive reimbursement directly from the Department for

I i dispensing covered products to Medicaid beneficiares. See Washington State Plan

i 2 Attachment 4.19-B, pertinent sections of 
which are attached as Exhibit B. Drug product

13 reimbursement rates for Medicaid enrolled pharmacies contain two components:

14 reimbursement for the drug product itself, and a reasonable dispensing fee. Id.

15 Reimbursement rates for each drug product are set by the National Drug Code ("NDC"). A

16 NDC is a unique numerical code that identifies the manufacturer, active ingredients, dosage

i 7 size, and packaging for a drug product. First Databank and Medi-Span each publish lists of

18 NDCs and the "average wholesale price" ("A WP") for each NDC. Medicaid programs

19 typically peg prescription drug reimbursement to A WP, setting rates at a set discount from

20 AWP. As discussed below, the Departent currently reimburses pharmacies for their drug

21 costs at a rate of A WP minus 14%. Id.

22 II. PHARMACY REIMBURSEMENT CUTS BY WASHINGTON STATE

23 Pursuant to the Washington S tate Plan, the Deparment reimburses pharacies based

24 on the lower of five possible payment amounts, one of which is the "estimated acquisition

25 cost" or EAC, plus a dispensing fee. See Ex. B, Washington State Plan, Supplement A to

26 Attachment 4.19-B, page 2. The EAC is defined as "(tJhe Deparment's estimate of 
the price
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I providers generally and currently pay for a drug marketed or sold by a particular manufacturer

2 or labeler, and is intended to reflect the actual costs of drugs to pharmacies." See 42 C.F.R.

3 § 447.301; WAC 388-530-1050, 388-530-8000. Washington sets the EAC payment amount

4 based on First Databank's published AWP rates, multiplied by a State-set percentage. See

5 Ex. B, Washington State Plan, Supplement A to Attachment 4.19-B, page 2. Washington

6 currently calculates the EAC for single source drugs and multiple source drugs with four or

7 fewer manufacturers at a rate equal to the published A WP minus 14%. See id.

8 On February 18,2009, the Governor signed House Bill 1694, which amended the

9 2007-2009 state budget. See 2009 Wash. Laws, Ch. 4. Relevant sections of 
House Bil 1694

10 are attached as Exhibit C. Section 208 of House Bil i 694 reduced the State General Fund

II appropriation for the Departent's Medical Assistance Program from $1,669,581,000 to

12 $ i ,533,431 ,000, or by approximately 8%. In addition, the legislature instrcted the Depart-

13 ment to "reduce expenditures on pharmaceuticals and durable medical equipment." Ex. C,

14 House Bil 1694, § 208, 'I 36. The Pharmacies have not identified anything in the legislative

15 history for House Bil 1694 that demonstrates that the legislatue took into account either the

16 "quality of care" or the "access" provisions of Section 30(A) prior to reducing the State fund

17 allocation or instrcting the Departent to reduce payments for pharmaceuticals and durable

18 medical equipment.

19 On February 26,2009, the Department issued a memorandum to all prescribers,

20 managed care organizations, nursing home administrators, pharmacists and regional support

21 networks announcing that, effective on and after April 1,2009, the Departent would

22 increase the discount applied to A WP in calculating the EAC rate for drugs reimbursed

23 through the prescription drug program from 14% to 20%. A copy of the February 26, 2009

24 Memorandum is attached as Exhibit D. In other words, the Departent announced that

25 pharmacy reimbursement for Medicaid prescriptions would be cut by six percent, effective

26 April i, 2009. The Department has not presented any reason why it now believes the
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I estimated acquisition cost for single-source and other pharaceuticals is six percent less, nor

2 has it identified any studies or evaluations that it undertook to determine what impact these

3 cuts would have on access to or quality of care for its Medicaid population, or how they relate

4 to pharmacies' acquisition costs. To date, the sole factor cited by the Deparent in

5 implementing this cut is a budget shortfall.

6

7 I.

8

ARGUMENT

PLAINTIFFS HAVE STANDING TO BRING THIS LAWSUIT UNDER THE
SUPREMACY CLAUSE

9 As the Supreme Court has recognized, the Eleventh Amendment imposes no barrer to

10 Plaintiffs' request for injunctive and prospective relief in this matter. See Ex Parte Young,

II 209 U.S. 123 (1908); Edelman v. Jordan, 415 U.S. 651 (1974). Such prospective relief is

12 clearly permitted, even where it may have an effect on the state treasury. See MiUken v.

13 Bradley, 433. U.S. 267 (1977).

14 All ofthe Plaintiffs, including the plaintiff associations, have Aricle II standing to

15 challenge the State's actions under the Supremacy Clause of the U.S. Constitution because

i 6 they can demonstrate that they and/or their members wil be directly injured when the rate

17 reduction takes effect. See, e.g., Independent Living Ctr. of So. CaL., Inc. v. Shewry, 543 F.3d

18 1050, 1065 (9th Cir. 2008) (reversing district cour and recognizing that similarly situated

i 9 pharacies and organzations had standing under the Supremacy Clause to seek injunctive

20 reliefto halt the implementation of a Medicaid rate reduction in California). In addition, a

21 plaintiff has standing to invalidate a state action under the Supremacy clause, regardless of

22 whether or not a federal statute confers a private right of action on the plaintiff. See, e.g., id.

23 at 1058; Bud Antle, Inc. v. Barbosa, 45 F.3d 1261, 1362 (9th Cir. i 994); City of Auburn v.

24 Qwest Corp., 260 F.3d 1160, 1175-76 (9th Cir. 2001), cert. denied, 534 U.S. 1079 (2002).

25 The WSP A, NACDS and NCP A have associational standing to bring this suit. Hunt v.

26 Washington State Apple Advertising Comm 'n, 432 U.S. 333 (1977). Each association's
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I membership consists of pharmacies, pharmacists, and other providers in Washington that will

2 be hared by the April 1,2009 rate cut. Id. at 343. Thus, these members would otherwise

3 have standing to sue in their own right to enjoin the implementation of 
the rate cut. As

4 professional and trade associations, WSP AI, NACDS2 and NCP AJ are committed to ensuring

5 that pharmacies are adequately reimbursed for providing services and that the public has

6 access to quality pharmaceutical care. As such, the "interests (each association) seeks to

7 protect here are germane to the organization's puipose." Id. Finally, the relief 
requested,

8 given that it is purely injunctive and prospective in nature, does not require the paricipation

9 of the individual members of the associations. Id. at 344 ("the request for declaratory and

10 injunctive relief (do not) require() individualized proof and both are thus properly resolved in

II a group context.").

i 2 The individual Pharmacies also have standing. Each of the individual Pharmacies has

13 submitted a declaration demonstrating that it wil be directly injured by the rate reduction.4

14
i WSP A is an association with over 1600 members including pharacies, pharmacists, and

15 technicians practicing in all clinical settings within the State of Washington. The WSP A

i 6 seeks to ensure that pharmacy services are reimbursed a reasonable level and that the patients
have access to safe and appropriate care. Exhibit E-l, Declaration of Jeff Rochon, iiii 3-5.

17 2 NACDS represents pharacy chains with over 534 individual pharmacies in the State of

18 Washington including traditional pharmacy chains, supermarket chains and mass
merchandisers that operate pharmacies. Exhibit E-2, Declaration of Laura Miller, ii 3.

19 NACDS's mission includes ensuring that its members are adequately reimbursed by federal

20 and state healthcare programs and that the public has access to pharmaceutical care. !d.

21 J NCPA is a national professional association of independent community pharacists and
serves to promote the professional and proprietary interests of those pharacists, including

22 that they continue to provide services of the highest quality to all Americans. Exhibit E-3,
Declaration of Joane Thelmo, iiii 3, 4; Exhibit E-4, Declaration of John Rector, iiii 3, 4.

23
4 See Exhibit E-5, Declaration of Hatam Shafeean, owner and operator of Shiraz Specialty

24 Pharmacy, Inc.; Exhibit E-6, Declaration of Joseph G. Camack, owner of Cammack's

25 Pharmacies, Inc., d//a Jim's Pharmacy, Exhibit E-7, Declaration of 

Samuel Gillard Duncan,
owner and operator ofIndependent Pharacists Relief Service, Inc. d/b/a Ritzville Drug

26 Company, Exhibit E-8, Declaration of Aaron M. Syrng, owner of SOAS, L.L.c., Exhibit E-
9, Declaration of Bridgett Edgar, part-owner and operator of Camp-Riley Drug Company
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I As discussed in more detail in Section ILD. below, the Pharmacies will be forced to fill

2 Medicaid prescriptions at a loss, cut back service hours, layoff employees, stop servicing new

3 Medicaid beneficiaries, and even close shop. See, e.g., Stephen W. Schondelmeyer, Pharr.,

4 MA, PhD., FAPhA, Impact of Change in Drug Ingredient Cost Discount on Washington

5 Medicaid Beneficiaries and Pharmacies ("Schondelmeyer Report"), attached as Exhibit F, pp.

6 44-8. These injures are directly traceable to the implementation of the April I, 2009 rate

7 cut. A favorable decision enjoining the implementation of 
the April 1,2009 rate cut wil

8 prevent this injury.

9 Paul Glasebrook has standing as a Medicaid beneficiary who wil be directly and

10 detrimentally affected by these cuts. 

5

11 II.

12

Plaintiffs Meet the Requirements for a Temporary Restraining Order

The puipose of a temporary restraining order is to preserve the status quo before a

13
preliminar injunction hearng may be held. Los Angeles Mem. Coliseum Comm. v. Nat 'i

14
Football League, 634 F.2d 1197, 1200 (9th Cir. 1980). Its remedial nature is designed to

15
prevent irreparable loss of rights prior to judgment. Granny Goose Foods, Inc. v. Bd. of

16
Teamsters and Auto Truck Drivers, 415 U.S. 423, 439 (1974). The standard for granting a

17
preliminary injunction and the standard for granting a temporary restraining order are

18
identicaL. See, e.g., Haw. County Green Party v. Clinton, 980 F. Supp. 1160, 1164 (D. Haw.

19
1997).

20
In determining whether to grant preliminary relief, the trial court must consider (I) the

21
likelihood of success on the merits of the party seeking the injunction, (2) the likelihood of

22
irreparable harm in the absence of preliminar relief, (3) whether the balance of equities tips

23
in the favor of the movant, and (4) whether an injunction is in the public interest. See Winter

24

25
d//a Phar-A-Save; Exhibit E-IO, Declaration of Michael Heriford, registered pharmacist at

26 Cathlamet Pharacy, Inc.
5 See Exhibit E-12, Declaration of Paul Glasebrook.
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I v. Nat'! Res. Def Council, Inc., _ U.S. _' 129 S. Ct. 365, 374 (2008); Johnson v. Cal. State

2 Bd. of Accountancy, 72 F.3d 1427, 1430 (9th Cir. 1995).

3 A. Plaintiffs Are Likely To Succeed on the Merits Based on the State's
Failure To Comply with Section 30(A)

4

5 Washington's pharacy reimbursement reduction is contrary to the mandates of

6 Section 30(A), and, must therefore be declared void and invalid. See, e.g., Blum v. Bacon,

7 457 U.S. 132, 145-46 (1982); Clark v. Coye, 60 F.3d 600, 603 (9th Cir. 1995) ("(UJnder the

8 Supremacy Clause, U.S. Coiist. ar. VI, § 2. . . a conflct wil be found either where

9 compliance with both federal and state law is impossible or where the state law stands as an

10 obstacle to the accomplishment and execution of the full purposes and objectives of

i I Congress. ").

12 In order to avoid preemption by federal law, the Departent must demonstrate that it

i 3 complied with Section 30(A) when it set rates for reimbursement. In Orthopaedic Hospital v.

14 Belshe, the Ninth Circuit set forth the standards for determining whether rates comply with

i 5 Section 30(A). 103 F.3d 1491, 1499 (9th Cir. 1997). When setting rates, the State "must rely

i 6 on reasonable cost studies, its own or others, that provide reliable data as a basis for its rate

17 setting." Id. Payment rates must be related to the cost of providing the services unless there

18 is some justification other than merely budget concerns for not reimbursing providers at that

i 9 rate. Id. at 1499 (emphasis added); see also Arkansas Med. Soc 'y, Inc. v. Reynolds, 6 F.3d

20 519, 530-31 (3d Cir. 1993). A state may not ignore the requirements of Section 30(A) simply

21 to meet budgetary needs. Orthopaedic Hosp., 103 F.3d at 1499; Arkansas Med. Soc 'y, Inc., 6

22 F.3d at 531. In the case of pharmacy reimbursement, the combination of product cost

23 reimbursement plus the dispensing fee must, at a minimum, account for the pharacy's

24 produce acquisition cost and dispensing costs. Cf Orthopaedic Hosp., 103 F.3d at 1491

25 ("The Department cannot know that it is setting rates that are consistent with efficiency,

26 economy, quality of care, and access without considering the costs of such services.").

MOTION FOR TEMPORARY RESTRAG ORDER
AN MEMORANDUM IN SUPPORT THEREOF
Page 10

LAW OFFICES

BENNETT BIGELOW & LEEDOM, P.S.
i 700 Seventh Avenue, Suiie 1900

Seattle, Washingion 98101
T: (206) 622-551 1 F: (206) 622-8986

Case 3:09-cv-05174-BHS     Document 2      Filed 03/30/2009     Page 10 of 23



I In a strkingly similar case in the Central District of California, the distrct court

2 enjoined a 5% Medicaid rate cut implemented by the Californa state legislature. Ex. A,

3 Managed Pharmacy Care v. Jolly, 2009 WL 510392, *9. The district cour determined that

4 the failure by the state legislature to consider the Section 30(A) factors as required by

5 Orthopedic Hospital resulted in preemption by Section 30(A), and therefore issued an

6 injunction. Id. *5. As the court noted:

7

8

9

Because Orthopaedic II/III is binding authority on this Court, this Court finds
when the State . . . seeks to modify reimbursement rates for health care

services provided under the (Medicaid) program, it must consider effciency,

economy, and quality of care, as well as the effect of providers' costs on
those relevant statutory factors.

10
Id. *4 (emphasis added). The court reiterated that under Orthopaedic Hospital and its

11
progeny, the State must consider the factors set forth in 30(A) contemporaneously with the

12
adoption of rates. Id. (citing Orthopaedic Hosp., 103 F.3d at 1496, 1499-1500). Similarly,

13
the Ninth Circuit recently vacated and remanded a district court's denial of a motion seeking

14
the enjoinment of a similar Medicaid rate cut in California, finding that the plaintiffs

15
demonstrated probability of success on the merits with respect to their Supremacy Clause

16
argument, and the possibility of irreparable har if the rate cut went into effect. Independent

17
Living Ctr. v. Shewry, 543 F. 3d 1050 (9th Cir. 2008).

18
Here, as in the recent California Medicaid cases, there is no evidence that the state

19
legislature considered any of the 30(A) factors when it reduced the State fund appropriation

20
for health care services and mandated that the Departent reduce reimbursement rates for

21
pharacies. For example, there is nothing in the legislative history for House Bill 1694

22
demonstrating that the legislatue considered "efficiency, economy, and quality of care, as

23
well as the effect of providers' costs," Managed Pharmacy Care, 2009 WL 510392, *4, nor is

24
there any evidence that the Department considered these factors prior to promulgating the

25
February 26, 2009 memorandum.

26
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I At meetings attended by the Pharmacies, Deparment representatives admitted that the

2 Deparment had not conducted any studies of the effects of the April I, 2009 rate cut on

3 "quality of care" or "access." Ex. E-l, Rochon Dec!., ~ 7. At those meetings, the Deparent

4 also admitted that it recognizes that the rate cuts wil detrmentally affect access to Medicaid

5 beneficiaries in rural areas. Id. ~ 9. The Deparent representatives also recognized that the

6 rate cuts will result in some areas being underserved by pharacies. Id. The Departent also

7 admitted that it had not conducted any studies of the cost of dispensing drugs by pharmacies

8 since 1989. Id.~IO.

9 At these meetings, WSPA presented the Department with alternative cost savings

i 0 strategies that would not affect quality of care and access to the degree of the pending April I,

II 2009 rate cuts. Id. ~ 11. The Departent has not implemented any of 
these alternatives,

12 however. Id.6

13 The Department has also failed to fulfill its obligation under Section 30(A) that it "rely

14 on cost studies. . . that provide reliable data as a basis' for rate setting." Orthopaedic Hosp.,

15 103 F.3d at 1495. Again, the Deparment has stated that it has not conducted any studies

16 regarding the effect of the April I, 2009 rate cut on "quality of care" or "access." Ex. E-l,

17 Rochon Decl., ~ 7. To the extent that the Departent reviewed outside studies, those studies

18 were old and outdated. For example, the Departent represented that it had relied on a 2001

19 report prepared by the United States Department of 
Human Services' Office of the Inspector

20 General ("OIG") that found that the national average acquisition cost for brand name drugs

21 was AWP minus 21.84%. ¡d. ~ 8. (A copy ofthe 2001 OIG report is attached as Exhibit G).

22 The Department does not appear to have considered, however, the OIG's follow-up report

23 6 For example, Plaintiffs' expert witness points out that Washington State's Standard and

24 Supplemental Rebate Program collected a rebate of25.8% of 

Medicaid drug expenditures.
Ex. F, Schondelmeyer Report, p. 7. This is below the national average of28.8% and well

25 below that of 
more aggressive states such as California's 40%. Id. An increase to 33% would

result in approximately $16,000,000 in additional rebate, more than the $14,000,000 the
26 Deparent anticipates saving with the April I, 2009 rate cuts. Id.
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I issued a year and a halflater, which found that pharmacies purchased drugs at a (national)

2 estimated discount of 17.2% below AWP, and that the average acquisition price discount in

3 Washington for a single source (brand) drug was 17.34% below A WP. Ex. E-l, Rochon

4 Decl., ii 8. See OIG, Medicaid Pharmacy- Additional Analyses of 
the Actual Acquisition

5 Cost of Prescription Drug Products (Sept. 16,2002), p. I & Appx. 3, attached as Exhibit H.

6 Thus, the updated version of the report shows that a discount of A WP minus 20% wil result

7 in reimbursing Washington pharacies, on average, below their average acquisition cost. 7

8 Moreover, as the expert report of Dr. Stephen Schondelmeyer demonstrates, the State

9 wil not be reimbursing the Pharmacies at anywhere near their break even costs if 
the rate cut

10 takes effect. Ex. F, Schondelmeyer Report, p. i 6. The Pharacies themselves have

i i universally attested to this fact in their attached declarations.8

12 B. PIaintiffs Are Also LikeIy To Succeed on The Merits Because the State
Failed To Obtain CMS Approval of a State Plan Amendment Prior To
Implementing the Rate Cut13

14

15
As a condition of obtaining federal Medicaid dollars, states must "have submitted, and

had approved by the Secretar, State plans for medical assistance." 42 U.S.C. § 1396. In
16

addition, CMS can withhold Medicaid payments if it finds that a state plan has been changed,
17

without CMS approval, such that it no longer complies with federal requirements. 42 U.S.C.
18

§ i 396c. Accordingly, CMS requires states to specify in their state plans that they wil notify
19

CMS of any proposed state plan amendments, and obtain CMS approval prior to
20

implementing those changes. See, e.g., 42 C.F.R. § 430.12; 42 C.F.R. § 447.518; Exhibit J,
21

Washington State Plan, General Program Administration Numbered Pages, at 86, § 7.1.
22

23 7 According to Mr. Rochon, the Department indicated that is also reviewed a 2005 OlG

24 report. Ex. E-l, Rochon Decl., ii 8. The OlG issued three pricing reports in 2005, none ofwhich address the difference between pharmacy acquisition cost and A WP. All three reports

25 issued by OlG related to pharmaceutical pricing are attached as Exhibit i.8 See Ex. E-5, Shafeean Decl., ii 12; Ex. E-6, Camack Decl., '111; Ex. E-7, Duncan Decl.,

26 ii 12; Ex. E-8, Syrng Dec!. ii 12; Ex. E-9, Edgar Decl., ii 12; Ex. E-IO, Heriford Decl., ii 12.
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I The Ninth Circuit has recognized that states are obligated to obtain CMS approval of

2 state plan amendments, prior to implementation. See, e.g., Washington State Health Facilities

3 Ass 'n v. Washington Dep 't of Soc. and Health Serv., 698 F.2d 964 (9th Cir. 1982) (affirming

4 trial court's grant of preliminary injunction preventing the state Medicaid agency from

5 implementing changes in Medicaid reimbursement to nursing facilities prior to federal

6 approval); Exeter Mem 'i Hosp. Ass 'n, 145 F.3d at I 108. Although these cases involved

7 institutional rates for which public notice was required under 42 U.S.c. § 1396a(a)(13), the

8 Ninth Circuit based its opinion in Washington State Health Facilities Ass 'n on the

9 requirement in 42 U.S.C. § 1396 that "receipt offederal funds is expressly conditioned on

10 (CMSJ approval ofthe state plan" and on prior circuit precedent that "proper (CMSJ

I i evaluation and approval is a prerequisite to enforcement of a state Medicaid plan. ,,9 698 F .2d

12 at 965.

13 In this case, while the Departent has apparently submitted a State Plan amendment

14 to CMS to change the reimbursement rates from A WP minus 14% to A WP minus 20%, there

15 is no indication that CMS has approved that rate cut, or will approve the cut before April I,

16 2009. Absent such approval, the rate cut must be invalidated as contrary to the requirements

i 7 of 42 U.S.C. §§ 1396 and 1396c and the State's assurances under its State Plan. 10

18

19

20

21

22 9 These cases refer to the U.S. Departent of Health, Education and Welfare ("HEW"), which
is the predecessor to the U.S. Deparment of Health and Human Services ("HHS"). HHS

23 delegates responsibility for administration of the Medicaid program at the federal level to

24 CMS, which was previously called the Health Care Financing Administration ("HCFA").

25 10 Even if CMS approves the rate cut, the Pharacies would have a challenge that the actions
of the Departent and CMS are arbitrary and capricious for failing to comply with Section

26 30(A).
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I c. Plaintiffs Are Also LikeIy To Succeed on the Merits Because the Rate Cut
Violates the APA and Because the Department Failed To Comply with
State Law Requirements2

3

4
In violating federal law, the April 1,2009 rate cut also violates Washington's

Administrative Procedures Act, RCW Ch. 34.05 ("APA"). Under RCW 34.05.570(4)(c), the
5

Court must invalidate agency action that is: (I) unconstitutional, (2) outside the statutory
6

authority of the agency or the authority conferred by a provision oflaw; or (3) arbitrary or
7

law. See, e.g., Orthopaedic Hosp., 103 F.3d at 1495-96.
11

12
The Departent's rate cut is also directly contrary to Washington state Medicaid law.

For example, the cut violates RCW 74.09.740 which requires:
13

14
The departent must seek approval from ¡CMSJ of any
amendments to the existing state plan or waivers necessary to
ensure federal financial paricipation in the provision of services
to consumers under Title xix of the federal social security act.

The Pharacies are not aware of any federal approval for the April I, 2009 rate cut.

Washington law also requires that "stakeholders and other interested paries be

15

16

17

18
consulted before state plan amendments are sought," that the Departent develop state plan

19
amendments "to expand coverage," and that the Deparent, in cooperation with other

20
agencies, implement cost controls "without reducing the quality of care." RCW

21
43.20A.560(1), (2); RCW 70.14.050(2)(f). The Pharacies have not found any evidence that

22
the Department consulted with stakeholders and other interested paries prior to submitting its

23
State Plan amendment, that the Department ever considered impact on quality of care or

24
coverage, or that the Deparment consulted with any other agencies. Therefore, the April I,

25
2009 rate cut violates the Washington AP A and the existing statutory methodology for

26
determining Medicaid pharmacy rates.

MOTION FOR TEMPORAY RESTRAING ORDER
AND MEMORAUM IN SUPPORT THEREOF
Page 15

U\WOFFICES

BENNETT BIGELOW & LEEDOM, P.S.
1700 Seventh Avenue, Suite 1900

Seallle, Washington 98101
T: (206) 622-551 1 F: (206) 622-8986

Case 3:09-cv-05174-BHS     Document 2      Filed 03/30/2009     Page 15 of 23



I D. The Pharmacies Can Demonstrate Irreparable Harm

2 As the Ninth Circuit has recognized, constitutional violations cannot be adequately

3 remedied through monetary damages and therefore generally constitute irreparable har. See

4 American Trucking Ass 'ns, Inc. v. City of Los Angeles, _ F.3d _' 2009 WL 723993, * i i

5 (9th Cir. Mar. 20,2009) (reversing district court's denial of 
preliminary injunction where

6 plaintiffs alleged Supremacy Clause violation), copy attached as Exhibit K. Accordingly, the

7 fact that the rate cut violates the Supremacy Clause of 
the United States Constitution is

8 sufficient to demonstrate irreparable harm here.

9 In addition, Plaintiffs have ample evidence that the rate cut will cause substantial and

i 0 irreparable har to the Pharacies as well as Medicaid beneficiaries if allowed to take effect.

II According to Dr. Schondelmeyer, the 6% rate reduction wil result in reimbursement rates for

12 nearly 90% of single source brand and co-licensed brand drugs dispensed in Washington to

13 Medicaid beneficiares falling below a pharmacy's break even cost. Ex. F, Shondelmeyer

i 4 Report, p.16. As Dr. Shondelmeyer concludes: "When faced with payments below breakeven

15. costs, a decision not to fill such prescriptions at a loss (i.e., those prescriptions payments that

16 do not cover breakeven costs) would be an expected and prudent business decision by a

17 pharacy." Id. The Pharmacies themselves have evaluated the impact of the rate cut on

18 their operations, and have uniformly concluded that if the rate takes effect, "the total

19 reimbursement (for Medicaid prescriptions J wil not cover the amount (paidJ to purchase the

20 drugs from. .. suppliers, and will cover nothing towards. . . dispensing COSt."1 i Other

21 Washington pharmacies not named as plaintiffs herein have submitted declarations that

22 confirm this harm. 12

23

24 ii See Ex. E-5, Shafeean Dec!., ir 12; Ex. E-6, Cammack Decl., ir II; Ex. E-7, Duncan Decl.,
ir 12; Ex. E-8, Syrng Decl., ir 12; Ex. E-9, Edgar Decl., ir 12; Ex. E-IO, Heriford Dec!., ir 12.

25 12 See Ex. E-IO, Declaration of George D. Bartell (Bartell Drugs), ir 10; Ex. E-13, Declaration
26 of Paul Hendrickson (Elk Drug, Inc.), ir 12; Ex. E-14, Declaration of 

Waren Lloyd Hall

(Halls Drug Centers, Inc.), ir 12; Ex. E-15, Declaration of 
Patricia Slagle (Republic,Drug
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I As evidenced by the attached declarations, the Pharmacies wil be compelled to take

2 drastic actions to address the irreparable har that they wil suffer if the April I, 2009 rate cut

3 goes into effect. For example, many Pharacies wil refuse to accept new Medicaid patients.

4 See, e.g., Ex. E-8, Syrng Dec!., ii iS; Ex. E-7, Duncan Dec!., ii iS; Ex. E-9, Edgar Dec!.,

5 ii iS. Others wil also reduce hours. Ex. E-8, Duncan Dec!., ii iS; Ex. E-9, Edgar Dec!., ii iS.

6 Even if some Pharmacies remain Medicaid-emolled, they wil also be forced to eliminate

7 services that benefit Medicaid beneficiares, such as providing prescription delivery services

8 to homebound Medicaid beneficiaries. See Ex. E-8, Syrng Dec!., iiii 12, iS.

9
Many pharacies have already taken action in response to the impending rate cut.

10 Barell Drugs, a pharacy that operates 55 pharmacies in Washington and fills close to

i i 200,000 Medicaid prescriptions per year, has posted signs in its stores that, effective April I,

12 2009, it wil no longer accept new Medicaid clients. Ex. E-ll, Bartell Dec!., iiii 2,3,13.

13 PlaintiffPharm-A-Save has already cut employee hours in anticipation of 
the April 1,2009

14 rate cut. Ex. E-9, Edgar Dec!.,'1 iS. Other pharmacies have determined that they wil be

iS forced to close locations if 
the rate cut takes effect. For example, Halls Drug Centers, Inc. in

16 Centralia, Washington has determined that it wil close two of 

its pharacies if the April i,

17 2009 reimbursement cut takes effect. One ofthese locations provides prescription services to

i 8 residents oflocal low income housing and to patients of a nearby hospita!. Ex. E-14, Hall

19 Dec!., ii iS.

20
Reduction in services or the complete closure of operations of a pharacy is

2 i paricularly devastating in rural areas, which are often served by a single pharmacy. For

22 example, Elk Drug, Inc., located in the rural Eastern Washington town of 
Dayton, has

23 determined that there is at least a 50% chance that it wil cease operations if the rate cut takes

24

25 Store), ii 27; Ex. E-16, Declaration of 
Robert Slagle (Republic Drug Store), ii 12; Ex. E-17,

and Declaration of Ryan Oftebro (Kelley-Ross and Assoc., Inc.),'1 12.
26
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I effect. Ex. E-13, Hendrickson Decl.,'1 15. Elk Drug's pharacy 
business is approximately

2 45% Medicaid, and is the only pharmacy located in Columbia County. Id. '15,14. Similarly,

3 Republic Drug Store in Republic, Washington is the sole pharacy provider in its

4 community, with the next closed pharacy located over 45 miles away. Ex. E-15, P. Slagle

5 Dec!., ~ 17; Ex. E-16, R. Slagle Dec!., ~ 2. Republic Drug Store has determined that it wil

6 not continue to accept new Medicaid patients, and may not be able to fill all Medicaid

7 prescriptions or fill prescriptions for certain high cost drugs, including HlV/AIDS and

8 psychotropic medications, if the rate cut takes effect, and may also cease providing

9 prescription delivery services to home-bound patients. Ex. E-15, P. Slagle Decl., ~ 30;

10 Ex. E-16, R. Slagle Decl., ~ 15. Finally, Plaintiff 
Ritzvile Drug Company is the only

II pharacy within one hour's drive of 
its location, and has determined that it wil not be able to

12 accept new Medicaid patients, wil not be able to fill Medicaid prescriptions, and will not be

13 able to fill prescriptions for certain high cost drugs, including HIV/AIDS and psychotropic

14 medications, ifthe rate cut takes effect. Ex. E- 7, Duncan Dec!., ~ 2 13

15 The above-cited injuries will also result in irreparable harm to Medicaid beneficiares

16 in Washington like Plaintiff Glasebrook. Mr. Glasebrook has multiple health problems,

17 including HlV/ AIDS, spinal disc disease, neuropathy, and other severe and chronic healthcare

18 conditions. Ex. E-12, Glasebrook Dec!., ~ 3. Medicaid pays for his HIV/AIDS drugs and

19 nutritional supplement via reimbursement to the dispensing pharmacy. Id. ~ 4. None of 
his

20 current HlV/AIDS prescriptions are generic drugs. He is drug resistant to all HlV/AIDS

21 drugs, other than the three that he currently takes, and is unable to switch to different drugs.

22 Id. He currently fills his prescriptions at Kelley-Ross Pharmacy, a pharmacy specializing in

23 IJ Similarly, Cathlamet Pharmacy, the only pharmacy in Wahiakm County, concluded that

24 if 
the rate cut goes into effect, it "will not be able to continue to operate" its pharmacy

business, and "will not be able to fill all Medicaid prescriptions or fill prescriptions for certain
25 high cost drugs including AIDS medications and ()psychotropics" and wil be forced to layoff

employees. Ex. E-IO, Heriford Decl., ~ 15. The next nearest pharmacy is over 25 miles away.
26 Id. ~2.
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I HlV / AIDS pharmaceutical treatment. Id. '\ 5. Kelley-Ross has informed him that if the

2 April I, 2009 rate cut goes into effect, it may no longer fill his prescriptions, and that it is

3 likely to stop accepting new Medicaid patients altogether. Id. ,\6. Given that the Medicaid

4 rate cuts are going into effect throughout Washington, Mr. Glasebrook does not know what

5 other options exist for him to obtain these healthcare services. Id.14

6 In sum, Plaintiffs' declarations, as well as the declarations submitted by the non-

7 plaintiff pharacies, demonstrate that immediate and irreparable harm wil occur if the

8 April i, 2009 rate cut is allowed to take effect. The harms described in these declarations are

9 exactly the kinds of potential hars that the district cour in Managed Pharmacy Care found

10 irreparable, and the same finding should be made here See Ex. A, Managed Pharm. Care,

II 2009 WL 510392, *6-8.

12 E. The Balance of Harms Strongly Favors Plaintiffs

13 In determining whether to grant preliminary relief, a court must balance not only the

i 4 relative hardships between the paries, but also consider potential hars to non-paries and the

15 public. See Ex. K,American Trucking Ass'ns, 2009 WL 723993 at *12 (defendants' interests

16 must be balanced against "Congress' decision to deregulate the motor carrer industry, and the

17 Constitution's declaration that federal law is to be supreme"); Caribbean Marine Servs. Co. v.

18 Baldridge, 844 F.2d 668, 674 (9th Cir. 1988) (court must consider public interest in balancing

19 hardships when public interest might be affected); see also 13 Moore's Fed. Pract.

20 § 65.22(IJ(eJ (Matthew Bender 3d ed.); Canterbury Career Sch. v. Riley, 833 F. Supp. 1097,

21 1106 (D.N.J. 1993) (considering public policy served by enjoining Secretary of 
U.S.

22 Department of Education from publishing loan default rates that would result in plaintiff

23 losing federal funding). Under this balancing test, Defendants canot demonstrate that

24 injunctive relief is unwarranted.

25

26 14 See also Ex. E-17, Oftebro Decl. (declaration of Kelley-Ross pharacist Ryan D. Oftebro),
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I The declarations and expert report provided by Plaintiffs demonstrate that Medicaid

2 beneficiaries' access to pharaceutical products, including life-saving drugs, will be severely

3 compromised if the April I, 2009 rate cut goes into effect. The Pharmacies here, as well

4 countless other Washington pharmacy providers, wil be forced to reduce hours, layoff

5 employees, and may even shut their doors. "Faced with such a conflict between financial

6 concerns and preventing human suffering, we have little diffculty concluding that the balance

7 of hardships tips decidedly in plaintiffs favor." See Lopez v. Heckler, 713 F.2d 1432, 1437

8 (9th Cir. 1983). Retroactivere1iefin this case would be inadequate and would come too late

9 for pharacies that close, or for Medicaid beneficiaries who are unable to receive their

10 medications in a timely manner. See id. Moreover, this hardship is of 
the State's own

II making. When it accepted federal funds, it agreed to abide by federal law.

12 Finally, the State of Washington has received up to an additional $339,000,000 as part

13 of an increase in the percentage of Medicaid funded by the federal governent pursuant to the

14 stimulus package enacted by Congress and signed by President Obama. See American

15 Recovery and Reinvestment Act of2009 (Pub. 1. No. 111-5), § 5001 ("AR"). More

16 federal funding for the Medicaid program is in the pipeline. The Pharmacies estimate that the

17 State will receive an additional $1.2 billion over the next two years as a result of increased

18 federal paricipation. One puipose of that increased funding is "to avert cuts to provider

19 payment rates and benefits or services." Id. § 5000(a)(2). A copy of 
the relevant sections of

20 the ARRA is attached as Exhibit L. To date, however, the State has refused to use the

21 increased federal funding to avoid the April 1,2009 rate cut. Ex. E-l, Rochon Dec!., ii 13.

22 As such, the balance of hardships tips in favor of granting the Pharmacies' requested relief.

23 F. The Public Interest Favors Granting the Temporary Restraining Order

24 As noted, if the rate cut takes effect, pharacies will close, layoffs wil occur, and

25 Medicaid beneficiaries wil lose access to needed prescription medications. As the Ninth

26 Circuit stated in Lopez v. Heckler:
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I

2

3

4

In a broader sense, however, the governent's interest is the
same as the public interest. The governent must be concerned
not just with the public fisc but also with the public weaL. In
assessing this broader interest, we are not bound by the
governent's litigation posture. Rather, we make an
independent judgment as to the public interest.

5 713 F.2d 1432,1437 (9th Cir. 1983). Finally, it is always in the public interest that state

6 agencies comply with federal and state law. Nat 
'I Wildlife Fed. v. Nat 'I Marine Fisheries

7 Serv., 235 F. Supp. 2d i 143, 1162 (W.D. Wash. 2002). Thus, the public interest favors

8 granting the temporary restraining order here.

9 II. THE COURT SHOULD NOT REQUIR A BOND

10
Federal courts routinely exercise their discretion under Fed. R. Civ. P. 65(c) to waive

i I the bond requirement in suits to enforce important federal rights or public interests. See, e.g.,

12 Temple Univ. v. White, 941 F.2d 201, 220 n.27 (3d Cir. 1991 )("Public policy under ¡federal

13 law governing state modification of 
Medicaid programs) mandates that paries in fact

14 adversely affected by improper administration of programs pursuant thereto be strongly

15 encouraged to correct such errors"), cert denied, 502 U.S. 1032 (1992); Miler v. Carlson, 

768

16 F. Supp. 1331,1340-41 (N.D. CaL. 1991); Bartels v. Biernat, 405 F. Supp. 1012, 1019 (E.D.

17 Wis. 1975). Plaintiffs include both large and small businesses seeking to enforce proper

18 implementation of the statewide Medicaid program by Defendants. As such, the risk of

19 noncompliance with federal law should rest solely with the Defendants. See White, 941. F.2d

20 at 220 n.27. In a similar circumstance, the court in Managed Care Pharmacy did not require

21 a bond. Ex. A, Managed Care Pharmacy, 2009 WL 510392, *9. In this matter, given the

22 high likelihood of success on the merits shown by Plaintiffs, as well as the fact that the

23 injunction simply requires the State to comply with federal and state law, no bond should

24 issue.

25

26

MOTION FOR TEMPORARY RESTRAING ORDER
AN MEMORAUM IN SUPPORT THEREOF
Page 21

LAWÜFFICES

BENNETT BIGELOW & LEEDOM, P.S.
1700 Seventh Avenue, Suite 1900

Seattle, Washington 98101
T: (206) 622-551 I F: (206) 622-8986

Case 3:09-cv-05174-BHS     Document 2      Filed 03/30/2009     Page 21 of 23



CONCLUSION

2 As other courts within this circuit have recognized, "fiscal constraints canot justify

3 the state's failure to comply with its legal obligations." Miler v. Carlson, 768 F. Supp. 1331,

4 1340 (N.D. CaL. 1991). See also Orthopaedic Hosp., 103 F.3d at 1499 n.3. This Court should

5 grant the Motion for Temporar Restraining Order because Plaintiffs have demonstrated that

6 the rate cut contravenes substantive and procedural requirements of federal and state law and,

7 thus, is preempted under the Supremacy Clause and violates the Washington AP A and other

8 state laws. The Pharmacies have met their burden of showing a likelihood of success on the

9 merits, as well as the likelihood of irreparable harm. Because the balance of harms and the

10 public interest weigh in Plaintiffs' favor, and this matter raises serious questions of law, the

II status must be maintained until those issues are resolved. Accordingly, this Court should

12 grant Plaintiffs' requested relief.

13 DATED this 29th day of March, 2009.
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