
UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF MAINE 

 
 
CHARLES OUELLETTE, AMELIA ARNOLD, ) 
MAINE PHARMACY ASSOCIATION,  ) 
MAINE SOCIETY OF HEALTH-SYSTEM  ) 
PHARMACISTS, RETAIL ASSOCIATION OF ) 
MAINE, and PHARMACEUTICAL RESEARCH ) 
AND MANUFACTURERS OF AMERICA  ) 
       ) 
   Plaintiffs   ) 
       ) Civil No. 1:13-cv-00347-NT 
   v.    ) 
       ) 
JANET MILLS, in her official capacity as  ) 
Attorney General of the State of Maine, and   ) 
H. SAWIN MILLETT, JR., in his official  ) 
capacity as Commissioner of the Department of ) 
Administrative & Financial Services for the  ) 
the State of Maine,     ) 
       ) 
   Defendants.   ) 
 

DEFENDANTS’ MOTION TO DISMISS COMPLAINT, 
WITH INCORPORATED MEMORANDUM OF LAW 

 
Pursuant to Fed. R. Civ. P. 12(b)(1) and 12(b)(6), defendants Janet Mills, in her official 

capacity as the Attorney General of the State of Maine, and H. Sawin Millett, Jr., in his official 

capacity as Commissioner of the Department of Administrative and Financial Services, move to 

dismiss all counts of plaintiffs’ Complaint.  In 2013, the Maine Legislature amended the Maine 

Pharmacy Act to provide that certain conduct would not constitute the unlawful practice of 

pharmacy in Maine (the “2013 Amendment”) or otherwise violate the Maine Pharmacy Act. 

Contrary to plaintiffs’ repeated mischaracterizations, the 2013 Amendment does not 

affirmatively “authorize” Maine residents to buy prescription drugs from pharmacies located in 

Canada or any other country, and it does not “aid and abet violations” of the federal Food, Drug, 

and Cosmetic Act (“FDCA”).  Rather, the 2013 Amendment simply restricts the reach of the 
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Maine Pharmacy Act.  No constitutional provision requires Maine as a state to regulate in an area it 

chooses not to regulate. 

Plaintiffs filed this lawsuit to preserve their financial interests, as they are concerned that 

the 2013 Amendment may reduce their sales if, at some point in the future, Maine residents choose 

to purchase their prescription drugs from pharmacies located in other countries.  In this suit, 

plaintiffs seek a declaration that the 2013 Amendment (A) is preempted by the FDCA and (B) 

violates the foreign Commerce Clause of the United States Constitution.  Plaintiffs seek to enjoin 

the Attorney General from enforcing the 2013 Amendment. 

This suit should be dismissed because no plaintiff has standing to assert violations of these 

constitutional provisions.  The 2013 Amendment, which restricts the reach of the Maine Pharmacy 

Act, does not directly affect plaintiffs.  No plaintiff is a retail pharmacy located outside the United 

States, and no plaintiff alleges that it plans to provide or facilitate the export of prescription drugs 

into Maine from a pharmacy located outside the United States.  In short, no plaintiff alleges that it 

has engaged or plans to engage in conduct covered by the 2013 Amendment.  Plaintiffs seek to 

enjoin the enforcement of an amendment that does not apply to them. 

Moreover, plaintiffs purportedly seek to vindicate the interests of third persons – (A) Maine 

residents who may decide to purchase less expensive prescription drugs for their personal use from 

licensed pharmacies located in such places as Canada or the United Kingdom, and (B) pharmacies 

located in countries other than Canada, the United Kingdom, Australia, or New Zealand.  

Plaintiffs’ own alleged injuries from the 2013 Amendment are indirect, remote, and speculative. 

Finally, plaintiffs’ constitutional claims fall far outside the “zone of interests” protected by 

the constitutional provisions they invoke. 

As set forth below, plaintiffs lack standing, and the Court should dismiss the Complaint. 
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MEMORANDUM OF LAW 

Allegations and Legal Framework 
 

The following allegations are drawn from the Complaint or other materials properly 

subject to the Court’s review on this motion.1 

There are six plaintiffs – two pharmacists (Ouellette and Arnold), three trade associations 

comprised in whole or part of pharmacists (the Maine Pharmacy Association (“MPA”), the 

Maine Society of Health-System Pharmacists (“MSHP”), and the Retail Association of Maine 

(“RAM”)), and a trade association comprised of drug manufacturers (the Pharmaceutical 

Research and Manufacturers of America (“PhRMA”)).  Docket Entry (“DE”) 1 at ¶¶ 6-11. 

Regulatory framework.  Maine, like other states, has a Board of Pharmacy (“Board”) and 

a licensing program for those persons and businesses seeking to engage in the practice of 

pharmacy in Maine.  See 32 M.R.S. §§ 13701-13835.  Plaintiffs Ouellette and Arnold allege that 

they are Maine-licensed pharmacists.  DE 1 at ¶¶ 6-7. 

At all times relevant to this case, including prior to the enactment of the 2013 

Amendment, the Maine Pharmacy Act did not authorize the licensure of mail order pharmacies 

located in any other country, including Canada.  DE 9-11.  Plaintiffs do not challenge the 

correctness of that legal determination made by both the Board and the Attorney General.  Thus, 

regardless of the 2013 Amendment, the Maine Pharmacy Act does not (and did not) provide for 

the licensure of mail order pharmacies located in any other country. 

                                                 
1  The Court may consider certain documents outside the pleadings.  First, a court may consider extrinsic 
evidence in ruling on a Rule 12(b)(1) motion.  See Valentin v. Hospital Bella Vista, 254 F.3d 358, 364 (1st 
Cir. 2001).  Second, when ruling on a Rule 12(b)(6) motion, a court may consider documents referred to 
or attached to a complaint, documents integral to a complaint, and any relevant matter that can be 
judicially noticed, such as public records.  Trans-Spec Truck Serv. v. Caterpillar Inc., 524 F.3d 315, 321 
(1st Cir.) cert. denied, 555 U.S. 995 (2008). 
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2013 Amendment to Maine Pharmacy Act.  In 2013, the Maine Legislature reduced the 

reach of the Maine Pharmacy Act by providing that certain conduct would not constitute the 

unlawful practice of pharmacy in Maine.  The Legislature effected this change by amending 32 

M.R.S. § 13731(1) (“Unlawful Practice; Penalties; Injunctions”) so that it now provides: 

It is unlawful for any person to engage in the practice of pharmacy unless licensed to 
practice under this Act, except that 

 
A. Physicians, dentists, veterinarians or other practitioners of the healing arts 

who are licensed under the laws of this State may dispense and administer 
prescription drugs to their patients in the practice of their respective 
professions where specifically authorized to do so by law; 

 
B. A licensed retail pharmacy that is located in Canada, the United Kingdom of 

Great Britain and Northern Ireland, the Commonwealth of Australia or New 
Zealand that meets its country’s statutory and regulatory requirements may 
export prescription drugs by mail or carrier to a resident of this State for that 
resident’s personal use.  A licensed retail pharmacy described in this 
paragraph is exempt from licensure under this Act; and 

 
C. An entity that contracts to provide or facilitate the exportation of prescription 

drugs from a licensed retail pharmacy described in paragraph B may provide 
or facilitate the provision of prescription drugs from that pharmacy by mail or 
carrier to a resident of this State for that resident’s personal use.  An entity 
that provides or facilitates the provision of prescription drugs pursuant to this 
paragraph is exempt from licensure under this Act. 

 
The 2013 Amendment sought to preserve choices for Maine consumers and reduce the reach of 

the Maine Pharmacy Act.  See Public Law 2013, Chapter 373. 

The 2013 Amendment simply provides that certain conduct will not constitute the 

unlicensed practice of pharmacy in Maine or otherwise violate the Maine Pharmacy Act.  The 

2013 Amendment says nothing about whether that same conduct may violate other Maine laws 

or any federal laws, including the Food, Drug and Cosmetic Act. 

Thus, contrary to plaintiffs’ repeated mischaracterizations, the 2013 Amendment does not 

affirmatively “authorize” any person, whether located in Maine or elsewhere, to do anything.  
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DE 9 at 3, 9, 17 & 23-25.  The 2013 Amendment says nothing about whether a foreign-based 

pharmacy’s sale of prescription drugs to Maine residents violates federal law or other Maine law. 

The 2013 Amendment is a classic example of a State acting to limit the extent of its 

traditional police powers – deciding not to assert its regulatory authority over certain conduct.  

The State has every right to take such steps.  As the Supreme Court has made clear, under the 

Tenth Amendment to the United States Constitution, the State of Maine has no obligation to 

enact state laws to further the federal policies underlying the FDCA or any other federal statutes.  

See Printz v. United States, 521 U.S. 898, 933 (1997) (“The Federal Government may not 

compel the States to enact or administer a federal regulatory program.”); New York v. United 

States, 505 U.S. 144, 188 (1992) (same).  Maine is free to choose not to regulate the conduct in 

Maine of pharmacies located in other countries – even assuming arguendo those pharmacies may 

violate the FDCA.  Plaintiffs may not compel Maine to enact laws to further the policies 

underlying the FDCA.  See Printz, 521 U.S. at 933; New York, 505 U.S. at 188. 

Governor LePage declined to sign L.D. 171, and it became law on June 27, 2013.  The 

law will become effective on October 9, 2013 – 90 days after the close of the legislative session.  

Plaintiffs waited until September 10, 2013, to file this lawsuit, and they filed their Motion for a 

Preliminary Injunction (“PI Motion”) on September 11, 2013.  DE 9. 

None of the plaintiffs alleges that (A) it is a retail pharmacy located outside the United 

States whose business is burdened by the 2013 Amendment or (B) it plans to export prescription 

drugs from a pharmacy located outside the United States into Maine.  No plaintiff alleges that it 

has engaged, or plans to engage, in conduct covered by the 2013 Amendment. 

The FDCA.  The FDCA prohibits the introduction into interstate commerce of any 

“adulterated” or “misbranded” drug.  21 U.S.C. § 331(a).  For each “new drug” introduced into 

Case 1:13-cv-00347-NT   Document 17   Filed 10/02/13   Page 5 of 22    PageID #: 216



 6 

interstate commerce, the FDA approves the manufacturing process, labeling, and packaging.  See 

21 U.S.C. § 355(b)(1).   

With respect to the importation of prescription drugs, “[e]xcept as provided in paragraph 

(2) and section 384 of this title, no drug subject to section 353(b) of this title or composed wholly 

or partly of insulin which is manufactured in a State and exported may be imported into the 

United States unless the drug is imported by the manufacturer of the drug.”  21 U.S.C. § 

381(d)(1).  There are at least two exceptions to this rule.  First, the Secretary may authorize 

importation for emergency use.  21 U.S.C. § 381(d)(2).  Second, importation may be permitted 

under the Medicare Prescription Drug, Improvement, and Modernization Act (“MMA”), which is 

part of the FDCA.  See 21 U.S.C. § 384. 

The MMA expressly contemplates both commercial and individual importation of drugs 

from Canada into the United States.  The MMA provides that the Secretary of HHS “shall 

promulgate regulations permitting pharmacists and wholesalers to import prescription drugs from 

Canada into the United States.”  21 U.S.C. § 384(b).  The MMA also provides that the Secretary 

“may grant to individuals, by regulation or on a case-by-case basis, a waiver of the prohibition of 

importation of a prescription drug or device or class of prescription drugs or devices, under such 

conditions as the Secretary determines to be appropriate.”  21 U.S.C. § 384(j)(2)(A).  As one 

court stated, “[t]hese provisions of the MMA appear to become effective only if the Secretary 

certifies to Congress that importation will be safe and cost-effective” pursuant to 21 U.S.C. § 

384(l).  See Vermont v. Leavitt, 405 F. Supp. 2d 466, 473 (D. Vt. 2004).  To date, apparently no 

Secretary of HHS has issued a certification under this subsection.  DE 1 at ¶ 29. 

The FDCA does not contain an express preemption provision addressing prescription 

drugs.  See Wyeth v. Levine, 555 U.S. 555, 567 & 574-575 (2012).  To the contrary, when 
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Congress amended the FDCA in 1962 to enlarge the FDA’s powers, “it took care to preserve 

state law.”  Wyeth, 555 U.S. at 567; see Pub. L. 87–781, § 202, 76 Stat. 793 (“Nothing in the 

amendments made by this Act to the [FDCA] shall be construed as invalidating any provision of 

State law which would be valid in the absence of such amendments unless there is a direct and 

positive conflict between such amendments and such provision of State law”).  In Wyeth, 555 

U.S. at 581, the Supreme Court held that the FDCA does not expressly or impliedly preempt a 

state’s failure-to-warn tort claims against prescription drug manufacturers.  

In addition, the FDCA “leaves no doubt” that only the federal government, not a private 

litigant, may sue for noncompliance with the FDCA’s provisions.  See Buckman Co. v. Plaintiffs’ 

Legal Comm., 531 U.S. 341, 349 n.4 (2001).  The FDCA provides that, with exceptions not 

relevant here, “all such proceedings for the enforcement, or to restrain violations, of this chapter 

shall be by and in the name of the United States.”  21 U.S.C. § 337(a).  

Although plaintiffs seek to portray prescription drugs sold by all foreign pharmacies as 

inherently harmful and those sold in this country as uniformly safe, the issue is not so clear-cut.  

The legislative record shows that the City of Portland “did not experience a single incident of 

prescription error or health risk from utilization of the mail order program” involving CanaRX 

between 2004 and 2012.  DE 9-14.  The City also pointed out the substantial savings resulting 

from its program.  Id.  In contrast, the FDA reports that more than 500,000 people suffered 

“adverse events” (died or suffered serious injuries) in 2011 as a result of taking FDA-approved 

drugs.  See http://www.fda.gov/drugs/guidancecomplianceregulatoryinformation/surveillance 

/adversedrugeffects/ucm070461.htm (last visited Oct. 2, 2013).2 

                                                 
2  The FDA cautions that there is no “certainty” the adverse event was caused by the product because the 
FDA does not require that a causal relationship between a product and an adverse event be proven, and 
reports do not always contain enough detail to properly evaluate an event.  See http://www.fda.gov/Drugs/ 
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“Facts” alleged in Complaint.  The “Facts” section of plaintiffs’ Complaint contains few 

factual allegations.  DE 1 at 4-20.  Instead, plaintiffs describe portions of the FDCA (DE 1 at 4-

5); recite snippets from press releases and other statements made by the Food and Drug 

Administration (“FDA”) about prescription drugs (DE 1 at 5-10); describe portions of the Maine 

Pharmacy Law and the FDCA (DE 1 at 10-13); repeatedly mischaracterize the 2013 Amendment 

(DE 1 at 14-17);3 and make conclusory allegations that the 2013 Amendment “will harm Maine 

patients,” based on a chain of hypotheticals (DE 1 at 17-20). 

Unlike most plaintiffs seeking to block a state law, plaintiffs do not allege that the 2013 

Amendment applies to them or that any plaintiff is planning to engage in conduct that may bring 

that plaintiff within the reach of the 2013 Amendment. 

ARGUMENT 

Standards of review.  A motion to dismiss under Rule 12(b)(1) tests whether the court 

has subject-matter jurisdiction over the claims asserted in the Complaint.  The burden is on the 

plaintiff to allege facts clearly proving it may invoke federal jurisdiction.  Marcello v. Maine, 

464 F. Supp. 2d 38, 41 (D. Me. 2006).  In deciding a motion brought under Rule 12(b)(1), the 

court need not accept as true all the factual allegations in the complaint.  See Valentin v. Hospital 

Bella Vista, 254 F.3d 358, 364 (1st Cir. 2001).  In particular, the court need not accept as true 

plaintiffs’ speculation about harm that allegedly will occur if the 2013 Amendment is not 

enjoined.  See Schatz v. Republican State Leadership Comm., 669 F.3d 50, 55 (1st Cir. 2012). 

                                                                                                                                                             
GuidanceComplianceRegulatoryInformation/Surveillance/AdverseDrugEffects/default.htm (last visited 
Oct. 2, 2013).  The majority of reported adverse events came from the United States. 
3  For example, plaintiffs state incorrectly that the 2013 Amendment provides that “nothing in Maine law 
may be construed to prohibit” the conduct addressed by the 2013 Amendment.  DE 1 at ¶ 49.  Instead, the 
2013 Amendment provides that “nothing in this chapter” – meaning the Maine Pharmacy Act – “may be 
construed to prohibit” the conduct at issue.  Plaintiffs then claim, again incorrectly, that under the 2013 
Amendment, “Maine law will no longer prohibit foreign pharmacies” from engaging in certain conduct.  
DE 1 at ¶ 49.  Again, the 2013 Amendment provides that “nothing in this chapter” – meaning the Maine 
Pharmacy Act – will prohibit foreign pharmacies from engaging in certain conduct. 
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A motion to dismiss brought under Rule 12(b)(6) tests the legal sufficiency of a 

complaint.  Dismissal is proper when a complaint fails to state a plausible claim upon which 

relief can be granted.  Schatz, 669 F.3d at 55.  In reviewing a motion to dismiss, the district court 

typically accepts as true the non-conclusory, non-speculative factual allegations in the complaint 

and decides whether, as a matter of law, the plaintiff can prove any set of facts that would 

plausibly entitle him or her to judicial relief.  See Schatz, 669 F.3d at 55.  The court may consider 

documents referred to or attached to the Complaint, documents integral to the Complaint, and 

any relevant matter that can be judicially noticed, such as public records.  See Trans-Spec Truck 

Serv. v. Caterpillar Inc., 524 F.3d 315, 321 (1st Cir.) cert. denied, 555 U.S. 995 (2008). 

I.  Plaintiffs lack standing to bring the claims asserted in the Complaint. 

A. Standing requirements.  Plaintiffs have the burden of proving that they satisfy two 

distinct aspects of standing – “constitutional” and “prudential.”   Pagan v. Calderon, 448 F.3d 

16, 27 (1st Cir. 2006); Ramirez v. Ramos, 438 F.3d 92, 97 (1st Cir. 2006).  Plaintiffs did not 

address standing in their Complaint or PI Motion.  DE 1, 9. 

 “To seek injunctive relief, a plaintiff must show that he [or she] is under threat of 

suffering ‘injury in fact’ that is concrete and particularized; the threat must be actual and 

imminent, not conjectural or hypothetical.”  Summers v. Earth Island Inst., 555 U.S. 488, 493, 

496 (2009) (rejecting standing based on chain of possibilities); see Clapper v. Amnesty Int’l, 133 

S. Ct. 1138, 1149-1150 (2013) (no standing where claimed injury is speculative) (citing cases). 

The constitutional standing rules seek to ensure that a concrete “case or controversy” 

exists by focusing on a plaintiff’s actual “harm.”  Plaintiffs must prove that they have suffered, 

or are in imminent danger of suffering, an injury as a direct result of a defendant’s actions.  This 

test imposes three strict requirements:  (1) the existence of a concrete and particularized injury 
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that is actual or imminent; (2) a causal connection between that injury and the complained-of 

acts; and (3) redressability.  See, e.g., Pagan, 448 F.3d at 27.  This tripartite test requires that 

plaintiffs show that they have “sustained or [are] immediately in danger of sustaining some direct 

injury.”  Ramirez, 438 F.3d at 97 (citations and quotation marks omitted). 

A plaintiff who has established the constitutional elements of standing also must prove 

that various “prudential” considerations warrant hearing the case.  Pagan, 448 F.3d at 27; Warth 

v. Seldin, 422 U.S. 490, 500-501 (1975).  Plaintiffs must show that (1) they are seeking to protect 

their own legal rights, rather than those of a third party, (2) their complaint does not merely 

represent a “generalized grievance,” and (3) their complaint falls within the “zone of interests” 

protected by the constitutional provision or statute invoked.  See Ramirez, 438 F.3d at 98. 

This case involves several trade organizations.  An association may sue on behalf of its 

members when “(a) its members would otherwise have standing to sue in their own right; (b) the 

interests it seeks to protect are germane to the organization’s purpose; and (c) neither the claim 

asserted nor the relief requested requires the participation of individual members in the lawsuit.”  

Hunt v. Washington Apple Advert. Comm’n, 432 U.S. 333, 343 (1977). 

B. Plaintiffs lack standing.  The 2013 Amendment does not apply to plaintiffs.  There 

is no allegation that defendants are planning to enforce the 2013 Amendment as to any plaintiff.  

Plaintiffs do not allege that they have engaged, or plan to engage, in conduct covered by the 

2013 Amendment.  They do not claim to be retail pharmacies located outside the United States, 

nor do they claim that they are planning to provide or facilitate the export of prescription drugs 

into Maine from a pharmacy located outside the United States.  Plaintiffs lack standing to bring 

the claims at issue here.  See Ramirez, 438 F.3d at 99-100 (plaintiff lacked standing to challenge 

constitutionality of statute where her planned conduct was not arguably within statute’s reach); 
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Osediacz v. City of Cranston, 414 F.3d 136, 141-143 (1st Cir. 2005) (plaintiff lacked standing to 

challenge constitutionality of statute where her planned conduct was not within statute’s reach). 

 When plaintiffs are not themselves the object of the governmental action they challenge, 

standing “is not precluded, but it is ordinarily ‘substantially more difficult’ to establish.”  Lujan 

v. Defenders of Wildlife, 504 U.S. 555, 562-564 (1992) (no standing where plaintiffs did not 

show they would be “directly affected” by challenged government action) (citation omitted).  

Thus, plaintiffs that are not subject to the law they are challenging must still show that they will 

be “directly affected” by enforcement of that law.  See Lujan, 504 U.S. at 563; General Motors 

Corp. v. Tracy, 519 U.S. 278, 286-287 (1997) (in-state plaintiff had standing to bring dormant 

Commerce Clause challenge where it was liable for payment of tax that it challenged and, due to 

tax, paid higher price for gas that it bought from out-of-state producers); Bacchus Imports, Ltd. v. 

Dias, 468 U.S. 263, 267 (1984) (in-state plaintiffs had standing to bring dormant Commerce 

Clause challenge where they were liable for unconstitutional tax based on where goods were 

located; tax raised price of plaintiffs’ imported good relative to exempted in-state goods). 

Plaintiffs’ Complaint boils down to the following grievances.  At some point after the 

2013 Amendment goes into effect, some Maine residents may choose to purchase some 

prescription drugs from licensed pharmacies located in Canada.  If that happens, then Maine 

pharmacies may sell fewer prescription drugs to Mainers and may make less money. 

The other interests asserted by plaintiffs are not sufficient to confer standing.  Plaintiffs 

purportedly seek to assert the interests of Maine residents by speculating that some Maine 

patients may be harmed if, after the 2013 Amendment takes effect, these patients purchase less 

expensive prescription drugs from licensed pharmacies located in Canada and those prescription 

drugs turn out to be adulterated or counterfeit.  DE 1 at ¶¶ 59-62.  Plaintiffs also seek to enforce 
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the FDCA by claiming that Maine residents and licensed pharmacies in Canada will violate the 

FDCA if those pharmacies sell prescription drugs to Maine patients for their personal use.  DE 1 

at ¶¶ 52-58.  Finally, plaintiffs apparently seek to vindicate the interests of pharmacies located in 

countries other than Canada, the United Kingdom, Australia, and New Zealand by claiming that 

the 2013 Amendment discriminates against foreign commerce in violation of the foreign 

Commerce Clause.  DE 1 at ¶¶ 76-80. 

1. Constitutional requirements.  In terms of constitutional standing, no plaintiff has 

shown that he or she is at risk of imminent, direct harm from the 2013 Amendment.  Instead, 

their claims to harm are remote, derivative, and speculative.  The alleged injuries are the same 

for plaintiffs’ preemption and foreign Commerce Clause claims.  Defendants will address 

plaintiffs’ lack of Article III standing on a plaintiff-by-plaintiff basis. 

a. Pharmacists Ouellette and Arnold speculate that prescription drugs obtained from 

a foreign source “may not have been approved by the FDA,” “may be misbranded, adulterated, 

counterfeit, or not properly handled,” and “may pose significant health risks to Maine patients 

who use them.”  DE 1 at ¶ 60.  They also conjecture that foreign pharmacies “may not properly 

warn Maine patients” about the prescription drugs they may purchase.  DE 1 at ¶ 61.  Based on 

these events that “may” or may not happen in the future, plaintiffs jump to the conclusion that 

the 2013 Amendment “will harm Maine patients.”  DE 1 at ¶ 59. 

Plaintiffs have not shown that all sales of prescription drugs to Maine patients for 

personal use by foreign-licensed pharmacies violate the FDCA.  Even assuming arguendo that 

such sales would violate the FDCA, then it would be up to the federal government to decide 

whether to act to prevent such sales from happening.  See Buckman, 531 U.S. at 349 n.4.  

Plaintiffs cannot stand in the governmental shoes of the FDA. 
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Moreover, this alleged injury is based on speculation and involves harm to third persons, 

not to plaintiffs.  See Summers, 555 U.S. at 496 (rejecting standing based on chain of 

possibilities); Clapper, 133 S. Ct. at 1149-1150 (no standing where injury is speculative).  

Importation of prescription drugs from Canada to the City of Portland occurred for eight years.  

DE 9-14.  Plaintiffs have identified no harm resulting from that program.  

Plaintiffs Ouellette and Arnold also claim that the 2013 Amendment “creates 

informational deficits and undermines the ability of licensed Maine pharmacists and pharmacies 

to discharge their legal, ethical, and fiduciary duties to protect their patients from potentially 

deadly misuse of prescription drugs.”  DE 1 at ¶ 63.  The vague, speculative, and remote claims 

that the 2013 Amendment will result in “informational deficits” and will “undermine” 

pharmacists’ ability to do their jobs are not the type of imminent, concrete, and particularized 

injuries that are required to establish standing under Article III.  See Summers, 555 U.S. at 496; 

Clapper, 133 S. Ct. at 1149-1150.  Again, plaintiffs failed to identify any such problems with 

prescription drug programs like the City of Portland’s.  Ouellette and Arnold have no “exclusive 

right” to dispense and administer prescription drugs to Maine patients.  The 2013 Amendment 

does not create a cognizable “injury” to Ouellette and Arnold by lessening the reach of the Maine 

Pharmacy Act; that is a policy determination left to the Maine Legislature.4 

Finally, Ouellette and Arnold suggest that the 2013 Amendment “will cause a transfer of 

market share away from licensed Maine pharmacists.”  DE 1 at ¶ 64.  Such monetary injury is 

indirect and speculative and is not sufficiently imminent and concrete to establish standing.  See 

Summers, 555 U.S. at 496; Clapper, 133 S. Ct. at 1149-1150. 

                                                 
4  This “sky is falling” argument also defies common sense and good business practice.  One would 
expect that the person prescribing the medication knows what she or he is doing.  Furthermore, like any 
business, foreign-licensed pharmacies want to keep customers and not incur bad reputations. 
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b. The pharmacy trade groups MPA, MHSP, and RAM, which rely for the most part 

on the same injuries on which Ouellette and Arnold rely, also lack standing.  A trade group lacks 

standing in its representative capacity if its members lack standing.  See Hunt, 432 U.S. at 343.  

The claim that organizational plaintiffs voluntarily spent “considerable resources” educating the 

public and seeking to defeat the 2013 Amendment, and that the law is thus a “drain” on their 

time and resources, DE 1 at ¶ 67, does not constitute an injury sufficient to establish standing. 

c. Finally, PhRMA alleges two injuries from the 2013 Amendment.  First, it alleges 

that the 2013 Amendment “will harm patients.”  DE 1 at ¶ 59; DE 9-25 at ¶ 11.  This claim is 

inadequate because it is based on the same speculation discussed above and, in any event, 

involves harm to third parties, not PhRMA.  Second, PhRMA conjectures that the 2013 

Amendment will cause drug manufacturers to “suffer a reputational loss, loss of goodwill, and 

loss of consumer confidence.”  DE 1 at ¶ 66.  The basis for this second injury is PhRMA’s 

speculation that, at some point after the 2013 Amendment goes into effect, “in the event that a 

mislabeled, adulterated, counterfeit, or expired prescription drug” from a foreign pharmacy 

reaches a Maine patient and that patient becomes injured, that hypothetical injured Maine patient 

“inevitably will blame the manufacturer of the genuine product,” who presumably is one of 

PhRMA’s members.  Id.  This claim involves a chain of hypotheticals that does not come close 

to establishing Article III standing.  See Summers, 555 U.S. at 496 (rejecting standing based on 

chain of possibilities); Clapper, 133 S. Ct. at 1149-1150 (2013) (no standing where injury is 

speculative) (citing cases).  Certainly, PhRMA has not identified past problems similar to those it 

puts forth even though importation was ongoing for many years.5 

                                                 
5  Moreover, under the third Hunt factor for associational standing, PhRMA has not shown why the 
participation of individual members would not be required here.  To the contrary, the second type of 
injury PhRMA is claiming – speculative though it may be – would involve a fact-intensive individual 
inquiry regarding the conduct of particular drug manufacturers. 
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2. Prudential requirements.  Even assuming arguendo plaintiffs could satisfy the 

constitutional standing requirements, they fail to meet the prudential requirements, which 

prevent plaintiffs from seeking to vindicate the interests of others and require that plaintiffs’ 

claims fall within the “zone of interests” protected by the constitutional provision they invoke. 

a. Preemption.  Plaintiffs’ preemption claims seek to protect Maine patients from 

the “harm” of purchasing prescription drugs at lower prices for their personal use from licensed 

pharmacies in Canada and certain other foreign countries.  DE 1 at ¶ 59.  That is a classic case of 

a plaintiff seeking to vindicate a third party’s interests, which does not establish standing.  See 

Warth, 422 U.S. at 499 (“plaintiff generally must assert his own legal rights and interests, and 

cannot rest his claim to relief on the legal rights or interests of third parties”) (citing cases); id. at 

514-515 (plaintiff lacked standing because it was seeking to vindicate rights of third person). 

Furthermore, plaintiffs’ preemption claims do not fall not within the “zone of interests” 

protected by preemption doctrine.  Preemption protects persons and entities from having state 

laws applied to them when those state laws directly conflict with federal law.  See, e.g., Geier v. 

American Honda Motor Co., 529 U.S. 861 (1987) (car manufacturer claimed that state tort claim 

alleging defective design was preempted by federal law).  The 2013 Amendment simply lessens 

the reach of the Maine Pharmacy Act and thereby does not conflict with the FDCA or any other 

federal law.  Also, no plaintiff alleges it has done or is planning to do something to which the 

2013 Amendment applies. 

Plaintiffs that are not subject to the law they are challenging must show that they will be 

“directly affected” by enforcement of that law, and standing is “substantially more difficult” to 

establish for such plaintiffs.  See Lujan, 504 U.S. at 562-564.  Compare General Motors Corp., 

519 U.S. at 286-287 (in-state plaintiff had standing to bring dormant Commerce Clause 
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challenge where it was liable for payment of challenged tax and paid higher price for gas it 

bought from out-of-state producers); Bacchus Imports, 468 U.S. at 267 (in-state plaintiffs had 

standing to bring dormant Commerce Clause challenge where they were liable for challenged tax 

and tax raised price of plaintiffs’ imported good relative to exempted in-state goods).  Plaintiffs 

failed to show that they will be directly affected by an amendment that does not apply to them. 

Plaintiffs in this case do not remotely resemble the plaintiffs in the preemption cases on 

which they rely in their PI Motion. DE 9 at 18-26.  In Massachusetts Medical Society v. Dukakis, 

815 F.2d 790, 791 (1st Cir. 1987), the plaintiffs were a Massachusetts physician, the American 

Medical Association, and the Massachusetts Medical Society, who challenged a Massachusetts 

statute that prohibited physicians from “balance billing” patients covered by the federal Medicare 

program.  The plaintiffs in that case were directly affected by the state law they challenged.  

Here, plaintiffs are not required to do, or prevented from doing, anything. 

In Michigan Canners & Freezers Association v. Agricultural Marketing & Bargaining 

Board, 467 U.S. 461, 463 (1984), the plaintiffs were an association of handlers of agricultural 

commodities and certain asparagus growers.  They challenged the constitutionality of Michigan’s 

Agricultural Marketing and Bargaining Act, which purported to give agricultural cooperative 

associations exclusive bargaining authority for all producers of the sale of a particular product.  

Plaintiffs in that case brought suit against a producers’ association and the state board that had 

accredited that association as the exclusive bargaining authority, claiming that the Michigan law 

was preempted by the federal Agricultural Fair Practices Act of 1967.  Michigan Canners & 

Freezers Ass’n, 467 U.S. at 468-469.  The federal law prohibited food producers’ associations 

from interfering with an individual food producer’s decision whether to bring that individual’s 

products to the market on his or her own or to sell them through the association.  Id. at 464-465.  
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The challenged Michigan law permitted food producers’ associations to apply to a state board for 

authority to act as the exclusive bargaining agent for all producers of a particular commodity.  Id. 

at 466.  When the state board gave a producer’s association that authority, all producers of that 

commodity were required to adhere to the terms of the contracts that the association negotiated 

with food processors, even when the producer had declined to join the association.  Id. at 467–

468.  Again, unlike this case, that state law directly prevented the plaintiffs from doing 

something – selling their produce as they saw fit.  The 2013 Amendment does no such thing. 

The other cases cited by plaintiffs involve situations where the plaintiffs making 

preemption challenges to state laws were directly affected by and/or subject to the state laws at 

issue.  DE 9 at 18-26.  Plaintiffs cited no decision remotely resembling this case – where 

plaintiffs seek to challenge an amendment to a state law that lessens a state’s regulatory reach 

and does not directly apply to them. 

b. Foreign Commerce Clause.  Plaintiffs do not come close to meeting the 

prudential requirements to lodge a foreign Commerce Clause claim.  The foreign Commerce 

Clause is concerned with state laws that discriminate against foreign commerce or that 

excessively interfere with foreign affairs.  See, e.g., Antilles Cement Corp. v. Fortuno, 670 F.3d 

310, 316-318, 326-328 (1st Cir. 2012) (plaintiff imported foreign cement subject to Puerto Rico 

law imposing labeling and other requirements on such cement, impeding foreign commerce); 

National Foreign Trade Council v. Natsios, 181 F.3d 38, 61-71 (1st Cir. 1999) (plaintiff harmed 

by Massachusetts law that restricted Massachusetts and its agencies from purchasing goods from 

those who, like plaintiff’s members, engaged in business with Burma), aff’d on other grounds, 

530 U.S. 363 (2000).   
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Plaintiffs filed this lawsuit because they allege that the 2013 Amendment allows (not 

burdens) foreign commerce.  DE 1 at ¶¶ 1, 51, 58 & 65.  Plaintiffs are upset because they claim 

that the 2013 Amendment will result in more sales to Maine patients of prescription drugs from 

pharmacies licensed by and located in certain foreign countries at the expense of in-state sales.  

These complaints have nothing to do with the concerns animating the foreign Commerce Clause.  

See Antilles, 670 F.3d at 326-328.   

Plaintiffs have no standing to complain that the 2013 Amendment provides that 

pharmacies from certain countries, but not others, are not subject to the Maine Pharmacy Act’s 

unlawful practice provision.  Plaintiffs’ alleged injuries have nothing to do with the fact that the 

2013 Amendment does not include pharmacies from all foreign countries; their complaint arises 

instead from the fact that, in plaintiffs’ view, the 2013 Amendment allows the sale of 

prescription drugs from licensed pharmacies located in Canada, among other countries.  DE 1 at 

¶¶ 1, 51, 58 & 65.  Plaintiffs would no doubt complain more loudly if the 2013 Amendment 

provided that licensed pharmacies from all foreign countries were not subject to the Maine 

Pharmacy Act’s unlawful practice provision. 

Plaintiffs’ foreign Commerce Clause claim does not fall anywhere near the “zone of 

interests” that this constitutional provision is intended to protect.  Compare, e.g., Antilles Cement 

Corp., 670 F.3d at 3136-318, 326-328 (plaintiff, which imported foreign cement, was harmed by 

Puerto Rico law imposing labeling and other requirements on such cement); National Foreign 

Trade Council, 181 F.3d at 61-71 (plaintiff harmed by Massachusetts law restricting that state 

and its agencies from purchasing goods from persons who did business with Burma). 

Plaintiffs bear no resemblance whatsoever to the plaintiffs in the foreign Commerce 

Clause cases on which they rely in their PI Motion.  DE 9 at 14-18.  In National Foreign Trade 
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Council, 34 members of the plaintiff trade association were on the State of Massachusetts’ 

“restricted purchase list” and thus directly harmed by the state law at issue because they could 

not bid on Massachusetts contracts on an equal basis with those who were not on that list.  181 

F.3d at 48-49.  In Board of Trustees of University of Illinois v. United States, 289 U.S. 48 (1933), 

on which plaintiffs rely heavily, the university was subject to federal customs duties that it paid 

under protest and challenged in court, insisting that, as an instrumentality of the State of Illinois 

discharging a governmental function, it was entitled to import the articles duty-free.  Neither case 

involves a law that caused harm by allegedly allowing more foreign commerce at the expense of 

in-state commerce.  See also Cooley v. Board of Wardens, 53 U.S. 299, 312, 315-321 (1851) 

(Court upheld Pennsylvania pilotage fee to which plaintiff was subject).6 

The other cases cited by plaintiff involve state tax laws that burdened foreign commerce 

and to which the plaintiffs at issue were directly subject.  See, e.g., Japan Line, Ltd. v. County of 

Los Angeles, 441 U.S. 434, 437-438 (1979) (plaintiff challenged California tax that subjected it 

to multiple taxation); Kraft Gen. Foods, Inc. v. Iowa Dep’t of Rev. & Fin., 505 U.S. 71, 75-76 

(1992) (plaintiff challenged Iowa tax statute to which it was subject that treated dividends 

received from foreign subsidiaries less favorably than dividends received from domestic 

subsidiaries); cf. Container Corp. of Am. v. Franchise Tax Bd., 463 U.S. 159, 173-175 (1983) 

(plaintiff challenged California income tax law to which it was subject; Court upheld the law). 

                                                 
6  Plaintiffs’ PI Motion seeks to rely on 160-year old dictum from Cooley v. Board of Wardens, 53 U.S. 
299, 317 (1851), where the Court in passing stated that “discriminations favorable or adverse to 
commerce with particular foreign nations, might be created by state laws regulating pilotage.”  DE 9 at 
14-15.  The Court upheld the state law at issue in Cooley.  Plaintiffs did not identify any decision where a 
court struck down on foreign Commerce Clause grounds a state law that allegedly favored foreign 
commerce at the expense of in-state commerce, i.e., a law that discriminated in favor of foreign 
commerce.  Such laws do not offend the foreign Commerce Clause’s concern regarding protectionist acts 
by states.  See, e.g., Fujitsu IT Holdings, Inc. v. Franchise Tax Bd.,120 Cal. App.4th 459, 481-484 (2004) 
(relying in part on trial court’s ruling that challenged state tax law “favors foreign commerce, rather than 
discriminating against it,” court of appeal held that law that taxed dividends from foreign subsidiaries did 
not violate foreign Commerce Clause). 
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For all these reasons, plaintiffs lack standing to bring a foreign Commerce Clause claim. 

II.  All claims against Commissioner Millett should be dismissed. 
 

Even if the court did not dismiss all claims against all defendants for lack of standing, the 

Complaint fails to state a cognizable claim for relief against defendant Millett, and all claims 

against him should be dismissed.  Defendant Millett is being sued in his official capacity as 

Commissioner of the Department of Administrative and Financial Services.  DE 1 at ¶ 13.  

Plaintiffs allege that Commissioner Millett “oversees the provision of health insurance benefits 

to state employees and their families and will be responsible for implementing any state-run 

program to import pharmaceuticals from foreign countries.”  DE 1 at ¶ 13. 

This suit is about the legality of the 2013 Amendment, however, and Commissioner 

Millett is not charged with enforcing or in any way overseeing the 2013 Amendment.  The fact 

that Commissioner Millett allegedly “oversees the provision of health insurance benefits to state 

employees and their families” is of no consequence in this lawsuit.  This suit does not contain a 

count that the State’s health insurance program violates the FDCA, and plaintiffs in any event 

would lack standing to lodge such a challenge.  As shown above, the federal government is the 

only one authorized to file suit for noncompliance with the FDCA.  See Buckman, 531 U.S. at 

349 n.4.  Therefore, plaintiffs’ preemption and foreign Commerce Clause claims against 

Commissioner Millett should be dismissed. 
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CONCLUSION 
 

 For the reasons discussed above, defendants request that the court dismiss plaintiffs’ 

Complaint with prejudice. 

Respectfully submitted, 
 
Dated:  October 2, 2013   JANET T. MILLS 
      ATTORNEY GENERAL 
 
 
      /s/Thomas A. Knowlton 
      PAUL STERN 
      Deputy Attorney General 

THOMAS A. KNOWLTON 
      Assistant Attorney General 
      Office of Attorney General 
      6 State House Station 
      Augusta, ME 04333-0006 
      (207) 626-8832 
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CERTIFICATE OF SERVICE 

 
 I hereby certify that on the 2nd day of October 2013, I electronically filed the above 

document with the Clerk of Court using the CM/ECF system, which will send notification of 

such filing to the following persons: 

DAVID B. MCCONNELL 
dmcconnell@perkinsthompson.com  
 
JOSEPH G. TALBOT 
jtalbot@perkinsthompson.com  
 
JOHN M. GORE 
jmgore@jonesday.com  
 
MICHAEL A. CARVIN 
macarvin@jonesday.com 
 
RICHARD M. RE 

 rre@jonesday.com 

 To my knowledge, there are no non-registered parties or attorneys participating in this 

case. 

 
     
   /s/ Thomas A. Knowlton  
  THOMAS A. KNOWLTON 
  Assistant Attorney General 
    6 State House Station 
  Augusta, Maine  04333-0006 
  (207) 626-8832 
       thomas.a.knowlton@maine.gov 
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