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IN THE UNITED STATES DISTRICT COURT
FOR THE NORTHERN DISRICT OF CALIFORNIA
SAN FRANCISCO DIVISION

PHARMACEUTICAL RESEARCH AND No. C 12-6203 RS
MANUFACTURERS OF AMERICA, et al.,
Plaintiffs, ORDER DENYING PLAINTIFFS’
v, MOTION FOR SUMMARY

JUDGMENT AND GRANTING
DEFENDANTS’ CROSS-MOTION

COUNTY OF ALAMEDA, et al.,

Defendant.

l. INTRODUCTION
The County of Alameda has adopted whatlieen described as a “first in the nation”
approach to addressing concernisiag from the disposal of uned prescription drugs. Its “Safe

Drug Disposal Ordinance” (the “Ordinance”), schedutedo into effect in November of this yea

requires producers of prescriptidrugs to fund or operate “take-back” programs in the county, |i

any of their drugs are sold there. The ordinanceafed to place the entire cost of such progra
on the producers; retail pharmacies are exeamat,sellers are prohibddrom passing the expens
directly to Alameda County consumers by addingesdfiethe point of salePlaintiffs are industry
associations whose members prapeescription drugs sold indltounty, on whom the costs of
complying with the Ordinance will fall. They bg this suit to have thordinance declared an

unconstitutional burden on intersdacommerce, under the so-cdltelormant Commerce Clause.”
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Having stipulated that the mait facts are undisputed, therpas now bring cross-motion
for summary judgment. Because the Ordinance doediscriminate against out-of-state actors
favor of local persons or entitiemnd does not otherwise impermidgiburden interstate commerg

plaintiffs’ motion will be denid, and defendants’ motion granted.

II. BACKGROUND

Demonstrating commendable cooperation andegsabnalism directeat resolving this
litigation in an efficient manner, ¢hparties stipulated to a list 88 points that are not in dispute f
purposes of these cross-motions. In slightigdensed form, the following are the parties’
stipulations:

1. The Ordinance, Alameda Health and Safatgle Sections 6.53.010, et seq., requires {
manufacturers of prescription drugbo sell, offer for sale, or sliribute prescription drugs in
Alameda County (“Producers,” as definedhie Ordinance) operasnd finance a product
stewardship plan that provides for the collectioamsportation, and disposal of certain unwante
prescription drugs.

2. The Ordinance declares that in Alamedaty, the public — paidularly children and
the elderly — are at significant and unnecessakyof poisoning due to improper or careless
disposal of prescription drugs atie illegal re-sale of prescripti drugs; that the groundwater ar
drinking water are being contaminated by unwantgthver, or expired m@scription drugs passing
through wastewater and treatment centerslagicthere is no nmalatory statewide drug
stewardship program in California for thdesaollection of unwanted drugs, and drug
manufacturers and producers have not offergdsapport for a permanent collection program tg
date.

3. Pursuant to the Ordinance, Producers araregtjto operate, indidually or jointly with
other Producers, a Department [of EnvironmeHRtdlth]-approved produstewardship program g
enter into an agreement wittsewardship organization to operate, on each Producer’s behalf
Department-approved product stewardship progremaorder to ensure that costs are fairly

allocated, if more than oned®lucer is involved in a propospdoduct stewardship program, the
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product stewardship plan must include a fair sgabonable manner for allocating the costs of the

program among the participants, such that thégoof costs paid by each Producer is reasonalp

related to the amount ofgscription drugs that Producsells in Alameda County.

y

4. The Ordinance, on its face, does not impose different requirements on Producers withir

Alameda County and Producers outside of Alameda County.

5. The Ordinance, on its face, does not impose different requirements on Producers withir

California and Producers aidle of California.

6. The Ordinance, on its face, applies both taaté¢ée Producers and intrastate Producers.

7. The Ordinance requires Producers that market and sell in Alameda County the
prescription drugs identified inéhOrdinance be responsible foe ttiisposal of those products.

8. Any person, manufacturer, or disttor that does not sellffer for sale, or distribute
prescription drugs in Alameda County is not required to undertake any action under the Ordi

9. Nothing in the Ordinance requires thabdRrcers implement stewardship plans in any
location or jurisdiction outside of Alameda CaoyinIf Producers are required to implement
stewardship programs in any other jurisdictioothing in the Ordinance requires that the
stewardship program implemented in other jurisditdibe the same as the program implementg
Alameda County pursuant to the Ordinan&anilarly, nothing in the Ordinance prohibits
Producers from proposing and implementing a prografdameda County that they are already
using or contemplating using any other jurisdiction.

10. Plaintiffs are non-profit&ide organizations represengithe manufacturers and
distributors of pharmaceutical pratta. Plaintiff Pharmaceutic®esearch and Manufacturers of
America (“PhRMA”) represents companies tpatduce brand-name drugs. Plaintiff Generic
Pharmaceutical Association (“GPhA”) representspanies that produce generic drugs. Plainti
Biotechnology Industry Organitian (“BIO”) represents companies that produce biotechnology
products.

11. Plaintiffs’ members include approximately dnendred companies that are subject tg

Alameda County take-back ordinance becauserntayfacture prescription drugs that are sold,
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offered for sale, or distributed in Alame@aunty. Plaintiffs’ members also manufacture
prescription drugs that are sold ostdibuted throughout the United States.

12. Three of Plaintiffs’ members (Amgen, Inxpaaboratories, and XOMA Ltd.) have thei
corporate headquarters or principal places oiness in Alameda County. Two of Plaintiffs’
members (Bayer and Impax Laboratories) haedifies in Alameda County that manufacture
prescription drugs for commercidistribution. Four other memise(Abbott, Baxter, Novartis, andg
Boehringer Ingelheim) have manufacturing fa@stin Alameda County that do not manufacturg

prescription drugs for comercial distribution.

17. The drugs manufactured in Alameda Cgdot commercial distribution by Bayer and
Impax Laboratories account for less than 1%otdl annual U.S. prescription drug sales
(approximately $320 billion in 2011). Thus, approxinha89% of all prescription drugs sold in tl
United States, by revenue, are maatired outside Alameda County.

18. There is a national system for the distifrubf prescription drgs from manufacturers
to the retail and mail pharmacies that dispenseltiwgs to consumers. éxcription drugs typically,
move from a manufacturer’s fiéites to either gpharmaceutical wholesaler, a chain warehouse
operated by a large retail drugstore chain, or a mail pharmacy.

19. Smaller retail pharmacies in Alamedau@ty (and elsewhere) typically rely on
pharmaceutical wholesalers for direelivery of prescription druge individual retail locations.
Large retail drugstore chains typically rely orivkry by either pharmaceutical wholesalers or t
own chain warehouses. Mail pharmacies purcdasgs from both pharmacieal wholesalers ang
directly from manufacturers.

20. Three pharmaceutical wholesalers — AmeriSource Bergen Corporation, Cardina
Health, Inc. and McKesson Corpation — operate more than eigttistribution centers across th
United States. None of these wholesalekgeladistribution centen Alameda County.

21. The California Board of Pharmacy maintarisst of licensed wholeders. None of the
twenty-one locations in Alameda County withautive wholesale licengistributes prescription

drugs.
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22. CVS, Walgreen, and Rite Aid are the éhl@rgest national drugstore chains but accqunt

for less than half of the retail pharmacie®\lameda County. None dfiese chains operate a
warehouse distribution ceartin Alameda County.

23. The prescription drugs manufacturedBayer and Impax Laboratories in Alameda
County are shipped outside the County beforegodistributed back into Alameda County.

24. Neither the County nor Plaintiffs are awaff any prescriptiodrugs distributed in

Alameda County that arrive there via intra-Coutlistribution channels agpposed to arriving thene

via distribution channels that @®the County’s borders, eithexdause the drugs are manufactured

outside the County or becausemiénufactured within the County, they are shipped to out-of-cqunty

packaging or distribution centers beforénigedistributed to in-county pharmacies.

25. Producers will incur start-up costs to bBsh a product stewardship program that
complies with the Ordinance. These costs ineline incorporation and gavence of an entity to
operate the required collection program on behalfefProducers, initial one-time investments i
equipment and facilities, and the preparation@ssgemination of education and outreach mater
publicizing the program.

26. Assuming that all Producersrjtly operate a single colléon program — an assumptig
that results in lower overall costs than if multiplegrams were operated separately — Plaintiff
estimate that overall start-upste will be approximately $1,100,000.

27. Plaintiffs estimate that Producers will inamnual costs to operate a program that

complies with the Ordinance, including costslébor, insurance, education and outreach, and

transportation and disposal oflleeated unwanted prescriptionudys. Assuming that all Producers$

jointly operate a single program, overall annual compliance costs (including reimbursement
County administrative expenses) are estimateBlaintiffs to be approximately $1,200,000,
provided that local pharmacies are willing to provie space for the location of collection kios
If local pharmacies either demand rent or refalsegether to provide sge for collection kiosks,

then Plaintiffs believe the reging annual costs may be higher.
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28. The Ordinance requires Producers imberse Alameda County for actual costs
incurred by the County in administering theddance. Alameda County has estimated those

annual administrative costs to be roughly $200,000.

29. Plaintiffs’ estimated costs for its membersamply with the Ordinance assume that the

costs would not be paid by any single Producdmanced solely by the approximately 100
members of Plaintiffs that are Producers. Rattherestimated costs are assumed to be spread

amongst all Producers that sell, offer for salalistribute prescription drugs in Alameda County

30. Defendants estimate that the annual castdmpliance with the Ordinance is lower than

Plaintiffs’ estimates, totaling less than $330,000ye&r. For purposes of the cross-motions for
summary judgment contemplated by the parties, however, the partesetbkt the difference

between their estimates is not materiah® outcome of the parties’ motions.

32. According to IMS Health, a pharmaceuticébrmation and consulting company, tot
prescription drug sales in th&S. [in] 2010 were $308.6 billion.

33. Plaintiffs at this time lack specifictdaabout the annual ravee generated by their
members that is attributable to selling, offerfor sale, or distributing prescription drugs in
Alameda County. Similarly, at this time Plaffgido not know the annual revenue generated by
Producers that is attributable to selling, ofigrio sell, or distributing prescription drugs in
Alameda County.

34. Defendants estimate the total retail pharmaceutical sales in Alameda County in 2

[were] approximately $965 million.

37. Plaintiffs agree that the @inance’s environmental, health and safety benefits are nq
contested for purpose of the csamotions for summary judgment.

38. Plaintiffs’ legal position is that, even assog that take-back programs further import
interests, the County violates the Commerce €dday requiring interstate drug manufacturers tq

conduct and pay for such programs.
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lll. LEGAL STANDARD

Summary judgment is propeff the pleadings and admissioms file, together with the
affidavits, if any, show that there is no genuis&uie as to any material fact and that the moving
party is entitled to judgment as a matter @f.laFed. R. Civ. P. 56(c). The purpose of summary
judgment “is to isolate and dispose of feadty unsupported claims or defense&elotex v. Catreft
477 U.S. 317, 323-24 (1986). The moving party “always bears the initial responsibility of
informing the district court of the basis fitg motion, and identifyinghose portions of the
pleadings and admissions on file, together withdfiidavits, if any which it believes demonstrat
the absence of a genuirssue of material fact.1d. at 323 (citations and internal quotation marks
omitted). If it meets this burden.gimoving party is then entitléd judgment as a matter of law
when the non-moving party fails to make a suffitishowing on an essertelement of the case
with respect to which he bearsthurden of proof at trialld. at 322-23.

In this instance, the parties are in agredrtteat no material fastare in dispute, for
purposes of these cross-motions. The question isdnbh side is entitled to judgment as a maf

of law given those undisputed facts.

IV. DISCUSSION

The Commerce Clause of the Constitutiosigiss to Congress dgrity to “regulate
commerce . .. among the several states. WBstC art. I, 8 8. The so-called “dormant”
Commerce Clause is the implied converse pritppos—state and local governments may not eng
regulations that unduly interfevath interstate commerceSee Quill Corp. v. North Dakot&04
U.S. 298, 309 (1992) (“the CommerceaGs$e is more than an affirthae grant of power; it has a
negative sweep as well. The Clause . . . by its owgefprohibits certain s&@factions that interferg
with interstate commerce.”) (citation omitted).

The Supreme Court has outlined a two-tiered @ggin to analyzing whether a state or log

economic regulation violatéke dormant Commerce Clause:

When a state statute directly regulatediscriminates against interstate commerce,
or when its effect is to favor in-stadeonomic interests over out-of-state interests,
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we have generally struck down the statwithout further inquiry. When, however, a

statute has only indirect effects on nstate commerce and regulates evenhandedly,

we have examined whether the State’sraggeis legitimate and whether the burden

on interstate commerce cleadyxceeds the local benefits.

Healy v. Beer Institute491 U.S. 324, 337 n. 14 (1989) (quotBigpwn—Forman Distillers
Corp. v. New York State Liquor Autd76 U.S. 573, 579 (1986) (citations omitted in original)).
The Ninth Circuit has explained that under this4fered approach, a local regulation will be fo(
to be aper seviolation of the clause if it;1) directly regulates intersima commerce; 2) discriminat
against interstate commerce; or 3) favors in-state economic interestaib'odrstate interests.”
National Collegiate Attdtic Ass’'n v. Milley 10 F.3d 633, 638 (9th Cir. 1993NCAA).

Here, plaintiffs contenthat the Ordinance isger seviolation of the clause under any ang
all of the three prongs. As opposed to thd preng, the second and third prongs both contain 3
element of discrimination—i.e., that a challengegulation favors local commerce over intersta
commerce, or in-state entities over out-of-stattties. Plaintiffs argue there is such a
discriminatory effect here because costs Waild ordinarily be borne primarily by Alameda
County—and hence its own taxpayers—are beingexhdn to the community of producers as a

whole, most of whom are based elsewhere. #f@ipresume that the pducers likely will pass
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those costs on to their customer base at large, with the result that consumers nationwide wil| bee

expenses that otherwise woulddmdely the responsibility dhlameda taxpayers, or perhaps of
Alameda prescription drug buyers, unddifferent regulatory scheme.

The “discrimination” on which plaintiffs woulckly, is indisputablynot being visited on ouf
of-state producers as a meangavring in-state producersAs the Supreme Court has several
times observed, “any notion of discriminatios@ses a comparison of substantially similar
entities.” Department of Revenue of Ky. v. Davib3 U.S. 328, 343 (2008), quotibgited
Haulers Assn., Inc. v. Oneida—Herler Solid Waste Management Authqrig0 U.S. 330, 342
(2007), in turn quotingseneral Motors Corp. v. Trag$p19 U.S. 278, 298 (1997). In the absenc

“differential treatment favoring local entities ov@rbstantially similar out-of-state interests,” the

kind of discrimination potentially prohibited hige dormant Commerce Clause is not implicated|
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Davis 553 U.S. at 343. Accordingly, theddmance cannot be invalidated@er seimproper under
either the second or third prongs.

As the Ninth Circuit has cautioned, howeVeiiscrimination and economic protectionism
are not the sole testsNCAA 10 F.3d at 638. A regulation may still jper seinvalid under the
first prong if it “directly reguhtes interstate commerceld. Nevertheless, and notwithstanding
plaintiffs’ protestations to the contrary, the Ordinance here neither putpoegulate interstate
commerce nor does so as a practical matter.

The Ordinance applies to pramkrs who elect to sell theirguucts within Alameda County
regardless of where the producems based or the product originatdgothing in the structure of
the Ordinance targets producers on the basis ofltoation—they are being required to particip
in providing take-back programs because they sell prescription drugs in the county, not becs
are out-of-state actors. Nothingthre Ordinance will require, agpaactical matter, any producer t
alter its manner of doing business in anygdiction outside Alamed@ounty, although producers
will be free to use programs that they may alydael using elsewhere, provided they meet the
standards of the Ordinance.e¢SStipulated Fact No. 9.)

In NCAA by way of contrast, theatute in dispute regulatexhly interstate organizations,
specifically “national collegiatathletic associations,” whiclere defined as any “group of
institutions in 40 or more states who are govelnethe rules of the assod@t relating to athletic
competition.” 10 F.3d at 637 n.3. (In practice, thginition encompassed only one entity—the
plaintiff NCAA.) The effect of the challengddaw, which purported to govern how the NCAA
conducted its own enforcement proceedings, waisthie organization would have to “use the
Statute in enforcement proceedings in every state in the uhibat’639. As such it violated the
Commerce Clause because “the picat effect of the regulatiojwas] to control conduct beyond
the boundaries of the State” and because of the paltentiflict with similarlaws in other states.
Id. (“Generally speaking, the Commerce Clause pro@gdsnst inconsistent legislation arising fr
the projection of one state regulatoegime into the jurisdiction another State.”). The Ordinan
plaintiffs challenge here is notesfically directed at regulating tierstate organizations and has |

remotely similar consequence to ampnduct occurring outside county borders.
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Plaintiffs repeatedly urge that the Ordinada®ctly regulates interstate commerce in a
manner not meaningfully distinguishable from @fta A tariff, however, “taxes goods imported
from other States, but does not &milar products produced in StateVest Lynn Creamery, Inc.
v. Healy 512 U.S. 186, 193 (1994). As the Supreme Cexplained, “[a] tariff is an attractive
measure because it simultaneously raises revenue and benefits local producers by burdenir]
out-of-state competitors.id. Plaintiffs’ characterization of th@rdinance as equilent to a tariff
IS unpersuasive, given that it shaneme of these salient features.

Finally, while plaintiffs are correct that th&ext on interstate commerce must be evalua
by looking to the effect of a reguian and not merely its face, thappenstance that most produd
of prescription drugs are located outside Alaem€wunty is insufficient to transform what is
fundamentally a local measure into one tt@ild be found to burden interstate commerce
impermissibly. SeeExxon Corp. v. Governor of Maryland37 U.S. 117, 126 (1978) (“[t]he fact
that the burden of a state regudatifalls on some interstate compasdoes not, by itself, establis}
claim of discrimination against interstate commerce&€™)S Corp.v. Dynamics Corp. of Am81
U.S. 69, 88 (1987)(followingxxonand rejecting argument that regulation was impermissible
merely because it in most cases would apply tabstate entities). Acedingly, the Ordinance ig
not per seinvalid under any of #analytical prongs.

Plaintiffs suggest almost passing that the Ordinance coblel found invalid even under th
balancing test that appievhere the challenged regudex has only indirect, and non-
discriminatory, effects on interstate commerd@aintiffs do not question, for purposes of these
motions, that the interests Alameda County had acimg the ordinance welegitimate. Plaintiffg
merely contend that those interests could be equally well served through take-back program|
in another manner. Arguing tha alternative g@me would haveno burden on interstate
commerce does not establish that thinimal burden this Ordinance arguably imposes on inters;
commerce “clearly exceeds the local benefitsDefendants have adequately shown that the
Ordinance serves a legitimate public health safdty interest, and that the relatively modest
compliance costs producers will incur should tbkegose to sell their prodiscin the county do not

unduly burden interstate commerce.
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V. CONCLUSION

Plaintiffs’ motion for summary judgment is denied, and defendants’ cross-motion is

granted. A separate judgment will enter.

IT 1S SO ORDERED.

Dated: 8/28/13

RICHARD SEEBORG
UNITED STATES DISTRICT JUDGE
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