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INTRODUCTION 

 

 Maine’s newly enacted 2013 Public Law Chapter 373 (“the Importation Law”) exempts 

foreign pharmaceutical vendors from state pharmaceutical licensing laws in order to—as the 

Act’s own title puts it—“Facilitate the Personal Importation of Prescription Drugs from 

International Mail Order Prescription Pharmacies.”  2013 P.L. Ch. 373, Ex. A.  This measure 

was enacted with the specific goal of encouraging and enabling state health insurers in Maine to 

direct their customers toward less expensive foreign mail-order pharmaceutical brokers, even 

though such foreign brokers and the products they supply are not subject to the exacting 

standards mandated by federal law and so pose serious health risks.  This unauthorized 

experiment violates federal law and, as the federal Food and Drug Administration has repeatedly 

recognized, poses a threat to the health and safety of persons who use or rely on prescription 

medicines.  Maine has thus sought to aid and abet violations of federal laws prohibiting 

unauthorized importation of pharmaceutical products.    
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 Nobody would seriously propose cutting costs by eliminating licensing requirements and 

other regulations for local Maine pharmacies.  Yet the Importation Law does something even 

more dangerous—purportedly saving money by facilitating the importation of illegal 

pharmaceuticals sold by foreign entities with no obligation to patients in Maine—the precise 

danger sought to be precluded by federal law. This Court should grant a preliminary injunction 

barring Maine from implementing the Importation Law. 

I. LEGAL AND FACTUAL BACKGROUND 

 

A. A Comprehensive Framework Of Federal Regulations Protects The Health 

And Safety Of American Patients By Prohibiting The Importation Of 

Unapproved Or Mislabeled Pharmaceutical Products 

In the Federal Food, Drug, and Cosmetic Act (“the FDCA”), Congress created a 

comprehensive and “closed” regulatory scheme that strictly limits the importation or introduction 

into interstate commerce of prescription drugs.  Vermont v. Leavitt, 405 F. Supp. 2d 466, 473 (D. 

Vt. 2005).  First, the FDCA prohibits the importation or introduction into interstate commerce of 

any “new drug” that has not received approval from the Food and Drug Administration (“the 

FDA”) under an exacting statutory scheme that regulates the manufacturing processes, labeling, 

and packaging of pharmaceutical products.  21 U.S.C. § 355; see also 21 C.F.R. § 314.50.  

Second, the FDCA prohibits importation or introduction into interstate commerce of any 

prescription medicines that have not been labeled in accordance with federal law, including 

requirements pertaining to the content of warning labels and use of the English language.  See 21 

U.S.C. §§ 352, 353; 21 C.F.R. § 201.15(c).  Third, the FDCA prohibits importation or 

introduction into interstate commerce of any prescription medicine dispensed without a valid 

prescription issued by a licensed practitioner.  See 21 U.S.C. § 353(b); see also id. §§ 331(a)-(d). 

More specifically, in 1988, Congress enacted a special restriction on importation of 

pharmaceutical products as “American goods returned.”  See Prescription Drug Marketing Act, 
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Pub. L. No. 100–293 (Apr. 22, 1988), codified at 21 U.S.C. § 381(d)(1).  That restriction 

prohibits any person other than the original manufacturer to import into the United States a 

prescription drug that was originally manufactured in the United States and sent abroad.  See 21 

U.S.C. § 381(d)(1).  This restriction was necessary to protect the health and safety of the 

American public.  Indeed, Congress found that “[l]arge amounts of drugs are being reimported 

into the United States as American goods returned.  These imports are a health and safety risk to 

American consumers because they may have become subpotent or adulterated during foreign 

handling and shipping.”  Prescription Drug Marketing Act, Pub. L. No. 100-293 § 2. 

Congress also enacted the Medicaid Prescription Drug, Improvement, and Modernization 

Act (“MMA”) in 2003, which, in pertinent part, authorizes the Secretary of Health and Human 

Services to “promulgate regulations permitting pharmacists and wholesalers to import 

prescription drugs from Canada into the United States.”  21 U.S.C. § 384(b).  The MMA 

authorizes the Secretary to “grant to individuals . . . a waiver of the prohibition of importation of 

a prescription drug.”  Id. § 384(j)(2)(A).  However, these provisions become effective only when 

the Secretary certifies to Congress that importation will be safe and cost-effective.  See id. 

§ 384(l).  To date, no such certification or regulations have issued.  See 21 C.F.R. §§ 200–369.  

B. The FDA Has Consistently Warned States Not To Authorize Importation Of 

Foreign Drugs Because Doing So Would Endanger The Public, Violate 

Federal Law, And Be Preempted Under The Supremacy Clause 

As the FDA has repeatedly stated, “virtually all prescription drugs imported for personal 

use into the United States from Canada” or other countries “violate the FDCA because they are 

either unapproved new drugs[,] labeled incorrectly[,] or dispensed without a valid prescription.”  

Letter from Randall D. Lutter to Gov. Kenny Guinn (May 20, 2005), Ex. B, available at 

http://www.fda.gov/Drugs/DrugSafety/ucm179414.htm (last visited Sept. 11, 2013).  Indeed, 

foreign prescription drugs are not subject to the requirements of federal law and are not subject 
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to the oversight of the FDA.  See id.; see 21 U.S.C. §§ 352-355; 21 C.F.R. § 314.50; see also 21 

U.S.C. § 381(d)(1) (prescription drugs manufactured in the United States and sent to other 

countries may lawfully be imported back into the United States only by the original 

manufacturer); In re Canadian Imp. Antitrust Litig., 470 F.3d 785, 789 (8th Cir. 2006) (finding 

that “Canadian prescription drugs at issue are not labeled in conformity with federal law” and 

“are not approved pursuant to” § 355).  Recognizing the safety risks posed by foreign drugs, the 

Secretary of Health and Human Services has declined to certify that importation of prescription 

drugs from Canada, or any other country, would be safe and cost-effective.  See, e.g., 21 U.S.C. 

§ 384(b).   

The FDA has consistently informed states that importation of Canadian pharmaceuticals 

can pose safety risks.  In a letter to the Governor of Hawaii, for example, an FDA official 

explained that the agency “cannot provide adequate assurance that the drug products delivered to 

consumers in the United States from any foreign country, including Canada, U.K., Australia, or 

others are the same as products that the FDA has approved through its rigorous safety and 

efficacy review process.”  Letter from Randall D. Lutter to Gov. Linda Lingle (Aug. 14, 2008), 

Ex. C, available at http://www.fda.gov/Drugs/DrugSafety/ucm179204.htm (last visited Sept. 11, 

2013).  “In fact,” the FDA official continued, “many drugs that U.S. consumers purchase from 

Canada and believe were made in Canada actually are shipped from other countries, such as 

India and Costa Rica, and originate from dozens of countries around the world.”  Id.   

The FDA has also supplied examples of the safety risks created when consumers attempt 

to import pharmaceuticals from Canada or elsewhere.  “For example,” the agency wrote in a 

letter to the Governor of Nevada, “an American consumer recently ordered an FDA-approved 

anti-seizure medication called Neurontin from a website that purposed to operate in Canada and 
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to ship FDA-approved drugs from Canada into the United States.  Nevertheless, the drug the 

consumer actually received had been manufactured in India, shipped from India, and was not 

approved by FDA for any use in the United Sates.”  Letter from FDA Deputy Commissioner 

Randall D. Lutter to Gov. Kenny Guinn (May 20, 2005), Ex. B.   

“In another instance,” the agency explained, “a website that purported to operate in 

Canada mailed insulin into the United States for use by an American with diabetes.”  Id.  But 

while “the drugs originally had been manufactured in the United States,” they were “shipped 

back into the country in a manner that did not satisfy the refrigeration storage conditions 

specified in FDA-approved labeling and, therefore, could have potentially compromised the 

safety and effectiveness of the insulin.”  Id.  “Because the failure to refrigerate the product may 

not change its appearance,” the agency concluded, “American consumers may have had no way 

of knowing if their insulin had been mishandled abroad.”  Id.   

In some instances, counterfeit medicines have entered the United States through 

unauthorized importation, placing patient safety at risk.  One widely reported instance involved 

Avastin, a cancer medicine that—when lawfully produced by an authorized manufacturer—bears 

distinctive labeling.  In recent years, however, Canadian, British, Turkish, and other foreign 

pharmaceutical suppliers have arranged the unauthorized importation of what purported to be 

cut-rate Avastin into the United States.  These products turned out to be counterfeit.  See FDA 

Webpage, “Counterfeit Version of Avastin in U.S. Distribution” (Feb. 14, 2012), Ex. D, 

available at http://www.fda.gov/drugs/drugsafety/ucm291960.htm (last visited Sept. 11, 2013).  

As the FDA explained, “The counterfeit version of Avastin does not contain the medicine’s 

active ingredient, bevacizumab, which may have resulted in patients not receiving needed 

therapy.”  Id.; e.g., Christopher Weaver et al., “Drug Distributor Is Tied To Imports of Fake 
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Avastin,” Wall St. J. Mar. 7, 2012, Ex. E, available at http://online.wsj.com/article/ 

SB10001424052970203370604577261343974214110.html (last visited Sept. 11, 2013) 

(“Federal officials are examining the business dealings of two Canadian businessmen who have 

long histories in the Internet pharmacy trade that delivers discounted prescription drugs from 

overseas to U.S. citizens”).   

The FDA has repeatedly emphasized the need to adhere to its strict labeling requirements 

in order to protect consumers from fraudulent products shipped from overseas.  See FDA 

Webpage, “Counterfeit Avastin”, Ex. D (“FDA-approved version of Avastin vials and packaging 

have a 6-digit numeric batch number and expiration dates in a 3-letter month and 4-digit year 

format.”).  The FDA has had to issue additional warnings within the last year, including with 

regard to even more unauthorized importation of fake Avastin.  See FDA Webpage, “Letters to 

Doctors about Risks of Purchasing Unapproved Versions of Botox and Other Medications from 

Foreign or Unlicensed Suppliers” (Dec. 19, 2012), Ex. F, available at 

http://www.fda.gov/Drugs/DrugSafety/DrugIntegrityandSupplyChainSecurity/ucm330610.htm#

Doctors (last visited Sept. 11, 2013); see also “FDA Warns About Fake Avastin Again,” CBS 

News (Feb. 7, 2013), Ex. G, available at http://www.cbsnews.com/8301-204_162-

57568268/fda-warns-about-fake-avastin-again (last visited Sept. 11, 2013). 

The FDA has also been specifically concerned with CanaRx—the very Canadian 

company that Maine insurance plans most immediately intend to contract with for the illegal 

importation of pharmaceuticals.  See infra p. 9.  For example, the FDA has concluded “that 

CanaRx . . . illegally causes the shipment of prescription drugs from a Canadian pharmacy into 

the U.S., thereby exposing U.S. consumers to risky imported drug products” and that “[t]his 

potential risk is compounded by the fact that CanaRx makes misleading assurances to consumers 
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about the safety of its drugs.”  Statement of John M. Taylor, III, before the Permanent 

Subcommittee on Investigations, Senate Committee on Governmental Affairs (July 22, 2004), 

Ex. H, available at http://www.fda.gov/newsevents/testimony/ucm113635.htm (last visited Sept. 

11, 2013).  The agency further explained in formal testimony that “FDA has evidence 

demonstrating that CanaRx shipped insulin, a product that should be stored under refrigeration, 

in a manner that did not satisfy the storage conditions specified in FDA approved labeling, and 

which could potentially compromise the safety and effectiveness of the insulin.”  Id. 

In some instances, states have attempted to support illegal pharmaceutical importation, 

with unfortunate results.  Most saliently, then-Governor of Illinois Rod Blagoyevich helped 

create and promote the so-called “I-SaveRx Program,” which contracted with CanaRx to 

facilitate medical importation from Canada and other countries.  See REPORT OF THE ILLINOIS 

AUDITOR GENERAL xvii (September 2006).  Unlike Maine’s Importation law, the Illinois 

program imposed at least some nominal safeguards to secure patient safety, such as by 

purporting to limit the range of specific foreign pharmacies that could participate.  But that 

program nonetheless became the subject of a scathing critique from the Illinois Office of Auditor 

General.  According to the Auditor General’s report, the I-SaveRX Program was “in violation of 

federal law” regarding pharmaceutical importation.  See id. at i; id. at xii (“The State’s operation 

of the I-SaveRx Program, which imports prescription drugs into the United States, is in violation 

of federal law.”); id. at xvi (same).  Moreover, the Auditor General concluded that, despite the 

state’s efforts to limit the quality of pharmaceutical importation, the imported medicines were 

actually subject to no effective monitoring whatsoever by state health authorities.  As the Auditor 

General put it:  “The State does not monitor whether prescriptions are being filled only by 

approved pharmacies,” and “[p]articipants not knowing if their prescription was filled at an 
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approved pharmacy questions the safety aspect of the I-SaveRX Program.”  Id. at xii; id. at xix.  

The Illinois program fell into decline, particularly after its main supporter, then-Governor 

Blagoyevich, was impeached and removed from office. 

Based on the serious legal and public-health concerns outlined above, the FDA has 

advised officials in at least 15 states that local laws purporting to authorize the importation of 

prescription drugs from Canada or other foreign countries—including state laws limiting such 

importation to private individuals for their personal use—run afoul of the FDCA and are 

preempted.  See, e.g., Importing Prescription Drugs, Letters To State And Local Officials, Ex. I, 

available at http://www.fda.gov/Drugs/DrugSafety/ucm170594.htm (last visited Sept. 11, 2013) 

(collecting letters to officials in Hawaii, Minnesota, Washington, Maryland, Oregon, Texas, 

Nevada, Rhode Island, District of Columbia, Massachusetts, Wisconsin, New Hampshire, North 

Carolina, Illinois, and California).   

As the FDA has reasoned: “Clearly, Congress enacted [the] import provisions in the 

FDCA with the goal of controlling the types of drugs that could be legally imported into the 

United States.”  Letter from FDA Deputy Commissioner Randall D. Lutter to Gov. Kenny Guinn 

(May 20, 2005), Ex. B.  This federal scheme “is comprehensive in that it promulgates national 

standards that are to be applied equally to all ports of entry, regardless of the states in which they 

are situated.”  Id.  Thus, “[b]y definition, the scheme cannot allow the individual states to enact 

laws that erode the federal standards; otherwise, importers could simply circumvent the federal 

law by routing all their unapproved drugs into the state (or states) that allowed such imports.”  

Id.  “Licensure of Canadian” or other foreign “pharmacies by [a] State . . . would be inconsistent 

with the plain objectives of the FDCA if such licensure authorized those . . . pharmacies to ship 

into the United States drugs that violate the provisions of the FDCA.”  Id.   
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Finally, federal district courts have already concluded that a state plan for importing 

drugs from Canada violated the FDCA, see, e.g., Vermont v. Leavitt, 405 F. Supp. 2d at 474, and 

the FDA has subsequently cited and endorsed those rulings. 

C. Maine’s Importation Law Authorizes And Encourages Foreign Pharmacies 

To Import Prescription Drugs Into The United States In Defiance Of The 

Safety Standards Imposed By Federal Law 

Despite the long history of FDA opposition to the importation of dangerous and illegal 

foreign pharmaceuticals, Maine enacted its Importation Law in order to cut costs, without 

providing any safeguards for patient safety.  

In 2012, the State of Maine attempted to cut its healthcare costs by adopting the 

“MaineMeds” program.  This program allowed insured state employees to purchase prescription 

medications from foreign pharmacies through a non-pharmacy “broker” called “CanaRx.”  But 

CanaRx and the foreign pharmacies with which it contracted were not licensed under state law 

and so were not subject to any of the safety regulations that protect the health of Maine patients.   

Recognizing this problem, the Maine Board of Pharmacy contacted the Maine Attorney 

General’s office for an opinion regarding the legality of the MaineMeds program.  See June 6, 

2012 Memo from C. Carney to Maine Board of Pharmacy, Ex. J, available at 

http://www.mainelegislature.org/legis/bills/getTestimonyDoc.asp?id=3405 (last visited Sept. 11, 

2013).  Assistant Attorney General Carney advised the Board that CanaRx’s participation in the 

program constituted unlicensed practice, and that state law prohibited the Board from licensing 

any foreign pharmacy.  See id.  Then-Attorney General William Schneider subsequently issued a 

cease-and-desist letter to CanaRx on the basis that MaineMeds violated state law.  See June 21, 

2012 Letter from William J. Schneider to Joseph A. Morris, Ex. K, available at 

http://www.mainelegislature.org/legis/bills/getTestimonyDoc.asp?id=1096 (last visited Sept. 11, 

2013).  CanaRx thereafter terminated the MaineMeds program, as well as the similar 
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“PortlandMeds” program operated by the City of Portland, and the “HardwoodsMeds” program 

operated by Hardwood Products Company, a private Maine employer.  

In response to the actions of the Attorney General, supporters of the MaineMeds, 

PortlandMeds, and HardwoodsMeds programs began to lobby the Maine Legislature to amend 

state law to permit those programs to resume operation.  In particular, two pieces of legislation 

were proposed:  L.D. 171, originally entitled “An Act To Facilitate the Licensing of International 

Mail Order Prescription Pharmacies by the Maine Board of Pharmacy,” and L.D. 449, which was 

entitled “An Act To Ensure Consumer Choice in the Purchase of Prescription Drugs.”  Both 

measures were defended primarily on cost-cutting grounds.  See, e.g., Testimony of Troy 

Jackson In Support of L.D. 171, Ex. L, available at http://www.mainelegislature.org/legis/bills/ 

getTestimonyDoc.asp?id=1095 (last visited Sept. 11, 2013); Testimony of Janice Kimball, 

Benefits Manager Of The City Of Portland In Support of L.D. 449, Ex. M, available at 

http://www.mainelegislature.org/legis/bills/getTestimony Doc.asp?id=3397 (last visited Sept. 11, 

2013); Testimony of Michael Brennan, Mayor of the City of Portland, In Support of 449, Ex. N, 

available at http://www.mainelegislature.org/legis/bills/getTestimonyDoc.asp?id=3402 (last 

visited Sept. 11, 2013).  For example, a representative of the Maine State Employees Association 

and Service Employees International Union explained that “[w]hen the Legislature flat-funded 

the budget for the State Employee Health Plan for FY ’12 and FY ’13, the Commission found it 

necessary to implement approximately $40 million dollars [sic] in savings” and that “CanaRx 

was a valuable program to help save money.”  Testimony of Lois Baxter, MSEA-SEIU, Local 

1989, In Support of L.D. 449, Ex. O, available at http://www.mainelegislature.org/legis/bills/ 

getTestimonyDoc.asp?id=3401 (last visited Sept. 11, 2013). 
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The Maine Legislature responded by passing “An Act To Facilitate the Personal 

Importation of Prescription Drugs from International Prescription Pharmacies” (“Importation 

Law.”).  See 2013 P.L. Ch. 373, Ex. A.  Though the Governor declined to sign it, the measure 

became law on June 27, with an effective date 90 days after the conclusion of the legislative 

session on July 10—that is, October 9, 2013.  See id.  As originally proposed, the law would 

have created at least the theoretical hope of maintaining minimal health standards by authorizing 

the Board of Pharmacy to enter into “reciprocal inspection arrangements” with countries whose 

pharmacies exported pharmaceuticals into Maine.  See L.D. 171 (Jan. 31, 2013), Ex. S.  But the 

measure’s sponsor “d[id] not believe that part needs to be in there,” see Testimony of Senator 

Troy Jackson in Support of L.D. 171, Ex. L, and it was ultimately omitted from the final law.   

The Importation Law amends Maine’s pharmacy licensing statute in three key ways.   

First, the Importation Law provides that any “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 or regulatory requirements” is 

exempt from Maine’s pharmacy licensing requirements and “may export prescription drugs by 

mail or carrier to a resident of this State for that resident’s personal use.”  2013 P.L. Ch. 373 § 1.  

Importantly, however, the location of a pharmacy does not control the source of its 

pharmaceuticals.  International pharmaceutical vendors in Canada and Great Britain routinely 

acquire their medicines from Asia, Africa, and elsewhere before shipping them to the United 

States.  See, e.g., Weaver, supra, Ex. E (explaining that the “strengthening of the Canadian dollar 

against the U.S. dollar . . . prompted many Canadian Internet pharmacies to begin buying drugs 

farther afield and shipping them via circuitous routes to the U.S.”). 
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Second, the measure further provides that any “entity that contracts to provide or 

facilitate the exportation of prescription drugs from” a foreign pharmacy to Maine is also exempt 

from state licensing requirements and “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.”  2013 P.L. Ch. 373 § 1.  This regulation is designed to authorize pharmaceutical brokers 

including (but not limited to) CanaRx to move foreign pharmaceuticals into the United States.  

However, such intermediaries are not “licensed” in any country.  They instead fall within a 

regulatory no-man’s land because their home countries, including Canada, have no interest in 

even attempting to regulate the shipment of pharmaceuticals to consumers located in the United 

States, and the United States has no ability to do so.  In fact, Canada has disavowed any effort to 

police international shipments of pharmaceuticals through Canada.  See, e.g., HHS TASK FORCE 

ON DRUG IMPORTATION 60-61 (2004) (citing Letter from Diane C. Gorman, Assistant Deputy 

Minister, Health Canada, to Richard H. Carmona, U.S. Surgeon General). 

 Third, the Importation Law provides that nothing in Maine law “may be construed to 

prohibit” a resident of the State “from ordering or receiving prescription drugs for that 

individual’s personal use from” a pharmacy from the identified countries.  2013 P.L. Ch. 373 

§ 2.  The law also provides that Maine law would no longer prohibit such foreign pharmacies 

“from dispensing, providing, or facilitating the provision of prescription drugs from outside the 

United States by mail or carrier to a resident of the State for that resident’s personal use.”  Id. 

 Notably, the Importation Law does not condition the importation of prescription drugs on 

compliance with the FDCA’s approval or labeling provisions.  See id.  And the Importation Law 

does not condition the importation of drugs from a Canadian pharmacy on a certification of 

safety or cost-effectiveness, much less on the waiver from the Secretary of Health and Human 
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Services that is required by the MMA.  See id.  Thus, the Importation Law purports to license 

foreign pharmacies and to permit importation of prescription drugs without regard to the 

requirements Congress imposed in the FDCA, the MMA, and other statutes. 

II. THIS COURT SHOULD PRELIMINARILY ENJOIN MAINE’S EFFORT TO 

FACILITATE THE ILLEGAL IMPORTATION OF PHARMACEUTICAL PRODUCTS 

 

“A district court faced with a motion for a preliminary injunction must weigh four 

factors: (1) the plaintiff's likelihood of success on the merits; (2) the potential for irreparable 

harm in the absence of an injunction; (3) whether issuing an injunction will burden the 

defendants less than denying an injunction would burden the plaintiffs; and (4) the effect, if any, 

on the public interest.”  Swarovski Aktiengesellschaft v. Building No. 19, Inc., 704 F.3d 44, 48 

(1st Cir. 2013) (internal quotation marks and citations omitted).  All four factors strongly weigh 

in favor of granting a preliminary injunction against Maine’s Importation Law. 

A.  Plaintiffs Are Likely To Succeed On The Merits Because Maine’s Importation Law 

Violates The Foreign Commerce Clause And Is Preempted By Federal Law, 

Including The Food Drug & Cosmetics Act And The Medicaid Prescription Drug, 

Improvement, And Modernization Act 

 

 The Importation Law violates the Foreign Commerce Clause (U.S. Const. Art I, § 8 cl. 3) 

because it purports to regulate in an area where the federal government possesses exclusive and 

plenary power and is also preempted under the Supremacy Clause (U.S. Const. Art. VI, cl. 2) 

because federal statutes occupy the field and the Maine law conflicts with and obstructs 

compliance with those statutes.  While the Court need not reach the Foreign Commerce Clause 

issue, since it may decide the case on narrower statutory preemption grounds, we discuss the 

Commerce Clause first because the exclusive and plenary nature of federal control under that 

Clause vividly confirms why the Importation Law is preempted under the comprehensive federal 

statues implementing that exclusive power.   
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1. Maine’s Importation Law Violates The Foreign Commerce Clause By 

Legislating In An Area Of Exclusive Federal Jurisdiction 

 

Congress has power to “regulate Commerce with foreign Nations.”  U.S. CONST. art. I, § 

8 cl. 3.  This broad grant of authority “comprehend[s] every species of commercial intercourse 

between the United States and foreign nations.”  Bd. of Tr. of Univ. of Illinois v. United States, 

289 U.S. 48, 56 (1933).  Moreover, “[i]t is an essential attribute of the power that it is exclusive 

and plenary” and so “may not be limited, qualified, or impeded to any extent by state action.”  Id. 

at 56-57.  The reason is plain: non-uniform treatment of foreign commerce by individual states 

“may create problems, such as the potential for international retaliation, that concern the Nation 

as a whole.”  Kraft Gen. Foods, Inc. v. Iowa Dep’t of Rev. & Fin., 505 U.S. 71, 79 (1992); see 

also Hines v. Davidowitz, 312 U.S. 52, 63 (1941) (“Our system of government . . . imperatively 

requires that federal power in the field affecting foreign relations be left entirely free from local 

interference.”); United States v. Belmont, 301 U.S. 324, 331 (1937) (“[C]omplete power over 

international affairs is in the national government and is not and cannot be subject to any 

curtailment or interference on the part of the several states.”). 

The Supreme Court has therefore held that “‘with respect to foreign intercourse and trade 

the people of the United States act through a single government with unified and adequate 

national power.”  Japan Line, Ltd. v. Los Angeles Cnty., 441 U.S. 434, 448 (1979) (quoting Bd. 

of Tr., 289 U.S. at 59) (emphasis added)).  State laws violate the Foreign Commerce Clause 

when they either “impair federal uniformity in an area where federal uniformity is essential” or 

otherwise “prevent this Nation from speaking with one voice in regulating foreign commerce,” 

id. at 448-53.  A state law most clearly runs afoul of the “one voice” requirement if it “violates a 

clear federal directive.”  Container Corp. of Am. v. Franchise Tax Bd., 463 U.S. 159, 194 (1983).  

This consideration “is, of course, essentially a species of preemption analysis.”  Id.  Finally, state 
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laws are preempted when they create “discriminations favorable or adverse to commerce with 

particular foreign nations.” Cooley v. Bd. of Wardens, 53 U.S. 299, 317 (1851).  Here, Maine’s 

law violates all of these requirements by (i) legislating in an area where federal uniformity is 

essential, (ii) defying clear federal directives regarding pharmaceutical importation, and 

(iii) discriminating between foreign countries in matters of international commerce. 

First, the Importation Law purports to permit importation of pharmaceuticals without the 

restrictions required by the FDCA and the MMA and so “impair[s] federal uniformity in an area 

where federal uniformity is essential.”  Japan Line, 441 U.S. at 448.  Only uniform federal 

regulation can protect the health of American patients—otherwise, Congress would not have 

enacted the FDCA and the MMA in the first place.  See id.  Once unauthorized medicines enter 

the United States, there is not—and, in practice, could not be—a regulatory system in place to 

ensure patient safety.  Therefore, any attempt to guarantee the safety of imported pharmaceutical 

products must be focused on the U.S. border.  But effective regulation at the border is 

impracticable without a uniform system of regulations.  International pharmaceutical vendors 

tacitly acknowledge this point.  For example, CanaRx’s own website advises prospective 

customers that “the drugs you receive may look slightly different or have a different name than 

the one you are used to.”  See CanaRx “Frequently Asked Questions,” Ex. P, available at 

http://www.canarx.com/node/14 (last visited Sept. 11, 2013).  If the appearance and names of 

imported medicines do not match U.S. standards, then federal regulators cannot possibly hope to 

secure and control the pharmaceutical delivery system.  Recent experience with the importation 

of counterfeit drugs highlights the need for regulatory uniformity.  See supra p. 5.   

In short, the Importation Law “impairs [the] federal uniformity” required by the Foreign 

Commerce Clause simply because it imposes requirements that differ from those imposed by the 
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federal government, even assuming (arguendo) that the Law does not affirmatively conflict with 

federal law.  But see infra p. 20.  The Supreme Court’s decision in Board of Trustees is 

instructive.  Illinois “imported scientific apparatus for use in one of its educational departments,” 

in a manner that avoided customs duties imposed under the federal Tariff Act of 1922.  289 U.S. 

at 56.  In other words, the state sought to import goods on terms different than those prescribed 

by federal law.  See id.  The Court held that, under its “exclusive” foreign commerce power, 

“[t]he Congress may determine what articles may be imported into this country and the terms 

upon which importation is permitted.”  Id. at 57 (emphasis added).  Thus, “[i]f the Congress saw 

fit to lay an embargo or to prohibit altogether the importation of specified articles, . . . no State 

by virtue of any interest of its own would be entitled to override the restriction.”  Id.; see also id. 

(“The principle of duality in our system of government does not touch the authority of the 

Congress in the regulation of foreign commerce.”).  Therefore, the Court held, a state may not 

escape or vary from Congress’s exercise of its plenary power to regulate imports.  See id. 

The First Circuit reached an analogous result in NFTC v. Natsios, 181 F.3d 38 (1st Cir. 

1999), aff’d on other grounds sub nom. Crosby v. NFTC, 530 U.S. 363 (2000).  The 

“Massachusetts Burma Law” had restricted “the ability of Massachusetts and its agencies and 

authorities to purchase goods or services from individuals or companies that engage in business 

with Burma.”  Id. at 45.  Congress, however, had enacted legislation that imposed different 

restrictions, including sanctions, on trade with Burma.  See id. at 47-48.  The First Circuit struck 

down the Massachusetts Burma Law under, inter alia, the Foreign Commerce Clause.  See id. at 

61-69.  While Massachusetts’ decision to not spend its own contracting dollars with Burma did 

not in any way violate the federal law, it was nonetheless invalid because it placed different 

restrictions on Burma trade.  In doing so, Massachusetts “imped[ed] the federal government’s 
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ability to ‘speak with one voice’ in foreign affairs” and “harm[ed] ‘federal uniformity in an area 

where federal uniformity is essential.’”  Id. at 68 (quoting Japan Line, 441 U.S. at 448-49). 

The Importation Law undermines the “uniformity” and “one voice” requirements not 

only because it differs from federal law, but also because it actually conflicts with that law, by 

permitting prescription drug imports foreclosed by federal law and “violat[ing] . . . clear federal 

directive[s].”  Container Corp., 463 U.S. at 194.  “By definition,” the federal scheme regulating 

prescription drug imports “cannot allow the individual states to enact laws that erode the federal 

standards” in the FDCA and the MMA because “otherwise, imports could simply circumvent the 

federal law by routing all their unapproved drugs into the state (or states) that allowed such 

imports.”  Letter from Randall D. Lutter to Gov. Kenny Guinn, Ex. B.  Maine’s Importation Law 

facially authorizes and encourages such circumvention, and therefore violates the Foreign 

Commerce Clause.  See infra p. 20 (detailing conflict with federal law). 

Finally, the Importation Law explicitly discriminates between foreign commerce from 

different countries by permitting importation only from brokers “in Canada, the United Kingdom 

of Great Britain and Northern Ireland, the Commonwealth of Australia or New Zealand.”  2013 

P.L. Ch. 373 § 1.  This facial discrimination against particular countries is even more 

objectionable than facial discrimination against particular U.S. states, which is per se 

unconstitutional under the Domestic Commerce Clause.  See Oregon Waste Sys., Inc. v. Dep’t of 

Envtl. Quality, 511 U.S. 93, 99 (1994).  “Long-standing Supreme Court precedent indicates that 

the Framers were concerned with discriminations favorable or adverse to commerce with 

particular foreign nations under state laws.”  Natsios, 181 F.3d at 68 (quotation marks omitted).   

Here, Maine has sought to involve itself in “Commerce with foreign Nations,” even 

though the Constitution expressly assigns the power to “regulate” such commerce to the federal 
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government.  U.S. CONST. art. I, § 8 cl. 3.  Maine’s law thus impermissibly invades the 

paradigmatic area of exclusive federal regulation: international trade. 

2. Maine’s Importation Law Is Preempted Because It Impermissibly Enters 

The Field of Pharmaceutical Importation Occupied By Federal Legislation  

 

 State laws are preempted by federal law if the federal government has occupied the field 

entirely (“field preemption”) or if the state law either conflicts with federal law (“conflict 

preemption”) or acts as an obstacle to achieving the full goals of the federal scheme (“obstacle 

preemption”).  The Importation Law is preempted on all three grounds.   

 Under field preemption, Congress can “implicitly withdraw the states’ power to regulate 

by creating a regulatory system so pervasive and complex that it leaves ‘no room’ for the states.”  

Massachusetts Med. Soc’y, 815 F.2d 790, 791 (1st Cir. 1987) (quoting Rice v. Santa Fe Elevator 

Corp., 331 U.S. 218, 230 (1947)); see also Good v. Altria Group, 501 F.3d 29 47 (1st Cir. 1987).  

Thus, state laws are preempted when they “touch a field in which the federal interest is so 

dominant that the federal system will be assumed to preclude enforcement of state laws on the 

same subject.”  Rice, 331 U. S. at 230.  “Where Congress occupies an entire field,” as it has with 

regard to pharmaceutical importation, “even complementary state regulation is impermissible.”  

Arizona v. United States, 132 S. Ct. 2492, 2502 (2012).  Field preemption thus “reflects a 

congressional decision to foreclose any state regulation in the area, even if it is parallel to federal 

standards.”  Id. 

Here, the conclusion that federal law occupies the field is particularly straightforward 

because commerce with foreign nations is exclusively a federal concern, and federal laws 

governing foreign commerce do not displace any traditional state power.  In resolving 

preemption cases, courts must “consider the strength of the state interest, judged by standards of 

traditional practice, when deciding how serious a conflict must be shown before declaring the 
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state law preempted.”  Am. Ins. Ass’n v. Garamendi, 539 U.S. 396, 420 (2003); S. Pac. Co. v. 

Arizona ex rel. Sullivan, 325 U.S. 761, 768-69 (1945) (explaining that “reconciliation of the 

conflicting claims of state and national power is to be attained only by some appraisal and 

accommodation of the competing demands of the state and national interests involved.”).  Here, 

commerce with other nations is exclusively a federal field where states have no power, and thus 

preemption is to be inferred much more readily than in areas “in which there is a history of state 

law regulation.”  In re Pharm. Indus. Average Wholesale Price Litig., 582 F.3d 156, 178 (1st Cir. 

2009).  When it regulates foreign commerce, Congress is not “displacing” a traditional state 

power, such as the police power to protect its citizens’ health and safety.  Cf. Geier v. American 

Honda Motor Co., 529 U.S. 861, 870 (2000).  Thus, laws like the FDCA and MMA were plainly 

intended to occupy the field of pharmaceutical importation without any “accommodation” of the 

state’s non-existent authority or interest in this area.   

As the FDA has observed, the federal scheme for restricting imports of prescription drugs 

“is comprehensive in that it promulgates national standards that are to be applied equally to all 

ports of entry, regardless of the states in which they are situated.”  Letter from Randall D. Lutter 

to Gov. Kenny Guinn, Ex. B.  (In 1988, for example, Congress specifically found that “[l]arge 

amounts of drugs are being reimported to the United States” and that “[t]hese imports are a 

health and safety risk to American consumers because they may have become subpotent or 

adulterated during foreign handling and shipping.”  Prescription Drug Marketing Act, Pub. L. No. 

100-293 (April 22, 1988).)  Through the FDCA, the MMA, and innumerable regulations, federal 

law has set comprehensive and uniform standard for pharmaceutical importation, leaving no 

room for states like Maine to aid and abet the illegal importation of pharmaceutical products.  As 

the Eighth Circuit has recognized:  “By creating the comprehensive regulatory system described 
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above, Congress has effectively precluded importation of these drugs absent the sort of special 

authorization contemplated by 21 U.S.C. § 384.”  In re Canadian Imports, 470 F.3d at 790-91.  

Here, Maine’s Importation Law succumbs to field preemption because it indisputably lacks any 

“special authorization” from the federal government. 

3. Maine’s Importation Law Directly Conflicts With Federal Statutory Law On 

The Importation of Pharmaceuticals, Including the FDCA and the MMA 

 

The most basic form of preemption arises when a state law directly conflicts with a 

federal statute.  See McCulloch v. Maryland, 4 Wheat. 316, 427 (1819); see also Gade v. Nat’l 

Solid Wastes Mgmt. Ass’n, 505 U.S. 88, 109 (1992) (“[A]ny state law . . . which interferes with 

or is contrary to federal law, must yield” (internal quotation marks omitted)).  The Importation 

Law fails this test.  Indeed, the law’s sole purpose and effect, as its very title indicates, is to 

“Facilitate” the illegal importation of foreign drugs.  See An Act To Facilitate the Personal 

Importation of Prescription Drugs from International Prescription Pharmacies, 2013 P.L. Ch. 373.  

And, as confirmed by the legislative history, the Importation Law’s origins lie in an effort by 

several Maine healthcare insurers to illegally obtain less expensive pharmaceutical products from 

abroad.  See supra p. 10.  Clearly, Maine seeks to aid and abet the illegal introduction of foreign 

pharmaceuticals into domestic commerce. 

 Unsurprisingly, federal courts have consistently found violations of federal law when 

states have sought to facilitate the private importation of prescription drugs.  See Vermont v. 

Leavitt, 405 F. Supp. 2d at 474; see also Montgomery Cnty. v. Leavitt, 445 F. Supp. 2d 505, 512 

(D. Md. 2006) (sustaining as “mandated by federal law” the FDA’s decision not to permit a U.S. 

county to import Canadian medicines); United States v. Rx Depot, Inc., 290 F. Supp. 2d 1238, 

1245 (N.D. Okla. 2003).  In Vermont v. Leavitt, for example, the state of Vermont petitioned the 

FDA for permission to allow Vermont patients to forward US prescriptions to Canadian 
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physicians for fulfillment.  See 405 F. Supp. 2d at 471.  But even though Vermont’s proposal—

unlike the Importation Law—included steps to protect the safety of US patients, the FDA 

rejected the petition as a violation of federal law.  The district court agreed, ruling that “[t]here is 

no question that Vermont’s proposed program would violate the FDCA.”  Id. at 474.  

Specifically, Vermont’s effort to facilitate the illegal transport of Canadian pharmaceuticals 

violated § 331(t) and was “highly likely” to violate § 381(d)(1) and § 331(a).  Id.   

The Importation Law is even more indefensible than the unlawful Vermont program, 

since Maine makes no pretense of imposing any safety requirements or other restrictions on 

importation by foreign mail-order vendors.  As Maine’s own Governor explained when he 

declined to sign the measure, he was “concern[ed]” regarding “the safety aspect of these drugs,” 

since “Maine does not have the ability to regulate these drugs, or even confirm the location 

where these drugs were made, how they are dosed, or how they have been stored.”  Letter of 

Paul R. LePage to Maine Legislative Leadership (June 28, 2013), Ex. Q.  This laissez faire 

approach to patient safety is contrary to the core principles of the FDCA—particularly because 

some foreign countries do not even attempt to monitor the safety of pharmaceuticals shipped 

through or from their countries and into the United States.  For example, Canada’s department of 

Health (“Health Canada”) “does not assure that products being sold to U.S. citizens are safe, 

effective, and of high quality, and does not intend to do so in the future.” 
 
HHS TASK FORCE ON 

DRUG IMPORTATION, supra, at 60-61 (citation omitted). 

Consistent with its rejection of Vermont’s petition, the FDA has repeatedly and forcefully 

stated that federal law preempts any and all state laws that would take the dangerous step of 

facilitating the private importation of foreign pharmaceutical products.  See, e.g., Letter from 

Randall D. Lutter to Gov. Kenny Guinn (May 20, 2005), Ex. B (“Any state law that legalizes 
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imports in contravention of the FFDCA would be preempted by federal law.”); see generally 

Importing Prescription Drugs, Letters To State And Local Officials, Ex. I (collecting the 

agency’s “official communication[s]” to officials in Hawaii, Minnesota, Washington, Maryland, 

Oregon, Texas, Nevada, Rhode Island, District of Columbia, Massachusetts, Wisconsin, New 

Hampshire, North Carolina, Illinois, and California).  If permitted, state programs like Maine’s 

Importation Law would open a Pandora’s box that, under federal law, must remain closed. 

4. Maine’s Importation Law Has The Purpose And Effect Of Obstructing 

Federal Law By Authorizing Circumvention of The FDCA’s Comprehensive 

And “Closed” Pharmaceutical Delivery System 

 

The Importation Law indisputably—indeed, intentionally—subverts the federal regime of 

excluding improperly labeled and potentially dangerous foreign pharmaceuticals from the United 

States.  The law is therefore plainly invalid under “obstacle preemption.”  See Mass. Med. Soc’y, 

815 F.2d at 791 (“[E]ven in the absence of a direct conflict, a state law violates the supremacy 

clause when it ‘stands as an obstacle to the accomplishment and execution of the full purposes 

and objectives of Congress.’” (quoting Hines, 312 U.S. at 67)). 

The entire purpose of the FDCA and related statutes is to protect the American people by 

establishing a comprehensive, “closed” system in which only prescription pharmaceutical 

products subject to the requirements of federal law and oversight by the FDA are available for 

use by American patients.  See, e.g., Canadian Import, 470 F.3d at 790 (explaining that FDCA 

labeling requirements are “manifestation of a congressional plan to create a ‘closed system’ 

designed to guarantee safe and effective drugs for consumers in the United States”); Coleman v. 

State Supreme Court, 697 F. Supp. 2d 493, 512 (S.D.N.Y. 2010) (“The FDCA ‘comprehensively 

regulates the introduction of new drugs into interstate commerce.’” (quoting In re Zyprexa Prods. 

Liab. Litigation, No. 04 MDL 1596, 2007 WL 2332544, at *1 (E.D.N.Y. Aug. 15, 2007)); 
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Vermont v. Leavitt, 405 F. Supp. 2d at 473 (“The FDCA creates a ‘closed’ system in which the 

FDA regulates the manufacture, marketing and labeling of drugs sold in the United States.”).  

Yet the Importation Law’s avowed purpose and sole effect are to violate this comprehensive 

regime by opening up the “closed” system to foreign pharmaceuticals.   

As the FDA has repeatedly explained, foreign drugs never comport with basic federal 

standards for the manufacture, labeling, transportation, storage, and use of pharmaceuticals.  See, 

e.g., Letter from Randall D. Lutter to Gov. Kenny Guinn (May 20, 2005), Ex. B; see also 21 

U.S.C. § 331(a), (d); § 335(b)(1).  Similarly, American-manufactured drugs that are shipped 

abroad cannot be returned by anyone other than the U.S. manufacturer.  See 21 U.S.C. 

§ 381(d)(1).  As the FDA has also explained, federal law prohibits any individual or program 

from causing others to import foreign pharmaceuticals.  See Letter from Randall D. Lutter to 

Gov. Kenny Guinn, Ex. B (citing § 331).  Only by strictly limiting the importation of U.S.-made 

pharmaceutical products in this way can the FDA ensure that the “closed” pharmaceutical 

delivery system remains intact.  For example, US-made medicines have been improperly 

refrigerated abroad and then imported back into America.  See supra p. 7. 

Congress reconfirmed its intent to prevent the importation of potentially unsafe 

pharmaceutical products when it enacted the MMA in 2003.  That statute authorizes the 

Secretary of Health and Human Services to “promulgate regulations permitting pharmacists and 

wholesalers to import prescription drugs from Canada into the United States,” 21 U.S.C. 

§ 384(b), as well as to “grant to individuals, by regulation or on a case-by-case basis, a waiver of 

the prohibition of importation of a prescription drug.”  Id. § 384(j)(2)(A).  But these provisions 

become effective only when the Secretary certifies to Congress that importation will be safe and 

cost-effective.  See id. § 384(l).  To date, no such certification or regulations have issued.  See 21 
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C.F.R. §§ 200-369; see also Montgomery Cnty., 445 F. Supp. 2d at 512 (“Given that the MMA 

clearly provides that [a law permitting importation of Canadian pharmaceuticals] will not take 

effect until the Secretary of Health and Human Services certifies the safety and cost-

effectiveness of a Canadian prescription drug importation program, the FDA’s denial of 

County’s waiver request was mandated by federal law”).  Congress has thus made crystal clear 

its general opposition to the importation of potentially dangerous pharmaceutical products, 

particularly from Canada.  And Congress has allowed such importation only if the relevant 

federal official determines that it is safe and effective, which the Secretary has not done. 

The Importation Law rips a hole in the “closed” pharmaceutical delivery system and thus 

clearly constitutes an obstacle to full and effective implementation of federal goals.  Most 

obviously,   “[b]ecause the [Maine] Act authorizes [foreign pharmaceutical vendors] to engage in 

conduct that the federal Act forbids, it ‘stands as an obstacle to the accomplishment and 

execution of the full purposes and objectives of Congress.’”  Michigan Canners & Freezers 

Ass’n v. Agric. Mktg. & Bargaining Bd., 467 U.S. 461, 478 (1984) (quoting Hines, 312 U.S. at 

67); see also Emerald Steel Fabricators, Inc. v. Bureau of Labor & Industries, 348 Or. 159, 178 

(2010) (“Affirmatively authorizing a use that federal law prohibits stands as an obstacle to the 

implementation and execution of the full purposes and objectives of” a federal enactment.); 

Laurence H. Tribe, American Constitutional Law 1181 (3d ed. 2000) (explaining that “state 

action” is clearly preempted when its goes “so far as to prohibit the very acts that federal law 

requires (or vice versa)”); Caleb Nelson, Preemption, 86 VA. L. REV. 225, 261 (2000) (“If state 

law purports to authorize something that federal law forbids . . . then courts would have to 

choose between applying the federal rule and applying the state rule, and the Supremacy Clause 
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requires them to apply the federal rule.”).  Here, the Importation Law authorizes, facilitates, and 

encourages precisely the conduct that federal law forbids.   

Under clear Supreme Court precedent, when a state law so “empowers” or “authorizes” 

the relevant actors “to do precisely what the federal Act forbids them to do,” it is preempted.  

Michigan Canners, 467 U.S. at 477-78  In Michigan Canners, after federal law had established 

certain regulations governing farmers’ formation of voluntary cooperative associations, 

Michigan enacted a law authorizing certain private farmers to impose obligations on other 

farmers.  Michigan defended its law on the ground that it was “cast in permissive rather than 

mandatory terms,” such that “an association may, but need not,” impose obligations on 

individual farmers in violation of federal law.  Id. at 478 n. 21.  The Court rejected that argument 

and concluded that the Michigan law was preempted as an obstacle to the federal scheme.  

Identical reasoning applies to Maine’s Importation Law. 

Moreover, as noted previously, obstacle preemption is especially warranted here because 

the Importation Law—unlike the law at issue in Michigan Canners—does not relate to a local 

safety regulation or, indeed, to any other function traditionally within the domain of state 

regulation.  See supra p. 14.  For example, this case does not involve a cooperative federal-state 

program.  Cf. Pharm. Research & Mfrs. of Am. v. Concannon, 249 F.3d 66, 75 (1st Cir. 2001).  

Nor does it involve a state cause of action at tort.  Cf. In re Pharm. Indus. Average Wholesale 

Price Litig., 582 F.3d at 173.  This is not a case where, in an exercise of its traditional, 

overlapping police power, a state has simply failed to proscribe certain conduct that federal law 

prohibits.  Rather, Maine has exceeded its traditional power by injecting itself into the exclusive 

federal preserve of international commerce, for the sole purpose and effect of undermining the 

“closed” system for the distribution of prescription pharmaceutical products erected by the 
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comprehensive federal regime.  Since, as noted, states have no power to enact laws that just 

differ from the federal foreign commerce scheme, it is obvious that laws avowedly designed to 

circumvent and evade the national regime stand as impermissible obstacles to that regime.  

B. The Remaining Equitable Factors—Including Irreparable Harm, The Balance of 

Equities, And The Public Interest—All Support Preliminary Relief 

 

 Preliminary relief is necessary to avert a range of “irreparable harms” that jeopardize the 

public interest.  Swarovski, 704 F.3d at 48.   

1. Because It Facilitates An Illegal and Dangerous Practice, The Importation 

Law Threatens Both Patients And Plaintiffs With Irreparable Injury 

 

 Maine’s Importation Law plainly creates “the potential for irreparable harm in the 

absence of an injunction,” since it directly poses the serious health risk that Congress and the 

FDA have consistently sought to prevent; i.e., that individuals will suffer adverse medical 

consequences due to the use of foreign pharmaceuticals.  Swarovski, 704 F.3d at 48.  As noted, 

see supra pp. 4-8, the FDA has specifically found health risks related to medicines from Canada 

and, even more specifically, medicines distributed by CanaRx—to say nothing of the even more 

shadowy interstate pharmaceutical brokers that will soon compete to sell the cheapest possible 

medicines.  Indeed, even Maine’s Governor has noted the serious health risks posed by the 

Importation Law.  See supra p. 21.  Despite all these causes for concern, the Importation Law 

exempts foreign pharmaceuticals from all Board of Pharmacy oversight.  Whereas domestic 

pharmacies are subject to exacting licensing requirements and are guided by detailed regulations, 

Maine has seen fit to allow the importation of pharmaceuticals that are subject to no state 

regulation at all.  This disparity of treatment is inexplicable and threatens safety.  In the past, this 

Court has found irreparable injury where unlawful actions threatened the environment.  See 

Friends of Magurrewock, Inc. v. U.S. Army Corps of Engineers, 498 F. Supp. 2d 365, 377 (D. 
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Me. 2007) (“Thus, a violation of [environmental laws] can itself be considered irreparable 

injury.” (internal quotation marks omitted)).  This case involves the even greater irreparable 

injury of threatening human health.  Moreover, Plaintiffs include licensed Maine pharmacies and 

pharmacists who have a professional interest in protecting their customers from harm—

particularly because individuals relying on their insurers and state law may be unaware of the 

health risks posed by foreign pharmaceuticals. 

 Plaintiffs will suffer irreparable injury because the Importation law interferes with their 

ability to provide their customers with safe and legal medications.  If the Importation Law is 

implemented, then some of Plaintiffs’ patients will begin using foreign as well as domestic 

drugs, and it will become more difficult for Plaintiffs to provide their customers with effective 

advice on such issues as drug interactions, particularly since the same brand names convey 

different meanings in the United States as opposed to abroad.  As noted, however, foreign 

pharmacists do not suffer such a burden (or any regulatory burden).  It is well-settled that 

“irreparable injury” results “if it is likely that customers (or prospective customers) will turn to 

competitors who do not labor under the same handicap” as one imposed on plaintiffs by law.  

Ross-Simons of Warwick, Inc. v. Baccarat, Inc., 102 F.3d 12, 20 (1st Cir. 1996); see also 

Automatic Radio Mfg. Co. v. Ford Motor Co., 390 F.2d 113, 116-17 (1st Cir. 1968) (explaining 

that an inability to supply a full product line may cause irreparable harm to a retailer’s goodwill). 

 The Importation Law’s health and safety problems also irreparably injure Plaintiffs by 

creating consumer confusion and diminished consumer confidence and goodwill.  As discussed 

above, the illegal importation of counterfeit or mislabeled pharmaceutical products from Canada 

and other countries has been a chronic and ongoing problem, as illustrated by the alarmingly 

frequent sale of fake cancer medication.  See supra p. 5.  Even when they lack any of the actual 
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product’s active ingredients, counterfeit products can look like or be labeled in a way to seem 

like genuine articles.  As the FDA has explained, “Counterfeiters nowadays use very advanced 

means to produce their products” and it can be “difficult, if not impossible, to tell the real 

product from an imposter without sophisticated equipment.”  FDA Webpage, Counterfeit Drug 

Example: Lipitor, Ex. R, available at http://www.fda.gov/drugs/drugsafety/ucm180912.htm (last 

visited Sept. 11, 2013).  International pharmaceutical brokers like CanaRx exacerbate this 

problem by announcing on their website that the products obtained through their services may 

not look like or be labeled as supposedly equivalent medicines legally sold in the United States.  

See supra p. 15.  Only strict compliance with federal regulations can effectively screen out such 

fake and unapproved pharmaceuticals.  Consequently, the giant loophole created by the 

Importation Law will lead to the customer confusion and disincentives created by such products, 

to the detriment of entities that legally produce or sell the FDA-approved products.  The resulting 

loss in goodwill and confidence constitute irreparable injury.  See Ross-Simons of Warwick, Inc. 

v. Baccarat, Inc., 217 F.3d 8, 13-14 (1st Cir. 2000) (“Because injuries to goodwill and reputation 

are not easily quantifiable, courts often find this type of harm irreparable.”) (citing K-Mart Corp. 

v. Oriental Plaza, Inc., 875 F.2d 907, 915 (1st Cir. 1989)).  

 Finally, Plaintiffs will suffer irreparable injury stemming from their potential loss of 

business to foreign mail-order pharmaceutical brokers.  Many cases establish that irreparable 

financial harm occurs if state action has the effect of “shifting purchasers to other suppliers,” 

particularly where the magnitude of lost revenues is difficult to calculate.  Vaqueria Tres 

Monjitas, Inc. v. Irizarry, 587 F.3d 464, 485 (1st Cir. 2009); see also Ross-Simons, 102 F.3d at 

19 (finding irreparable harm where a party “would lose incalculable revenues” to lost business).  

Plaintiffs’ financial injury is also irreparable because the Eleventh Amendment and the doctrine 
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of sovereign immunity will insulate Maine from any duty to supply compensatory relief.  See 

Entergy Nuclear Vermont Yankee, LLC v. Shumlin, Nos. 12-707 & 12-791, 2013 WL 4081696, 

at 22 (2d Cir. Aug. 14, 2013); Odebrecht Constr., Inc. v. Secretary, Florida Dep’t of Transp., 

715 F.3d 1268, 1289 (11th Cir. 2013) (“In the context of preliminary injunctions, numerous 

courts have held that the inability to recover monetary damages because of sovereign immunity 

renders the harm suffered irreparable.”). 

2. Preliminarily Enjoining The Importation Law Will Impose No Burden On 

Maine And Will Defend The Public Interest 

 

 The remaining equitable factors also support issuance of a preliminary injunction against 

implementation of the Importation Law.   

 Enjoining the Importation Law will plainly “burden the defendants less than denying an 

injunction would burden the plaintiffs.”  Nat’l Org. for Marriage v. Daluz, 654 F.3d 115, 117 n.3 

(1st Cir. 2011).  As explained above, Plaintiffs and their patients will suffer a range of 

irreparable injuries relating to health and safety as a result of the Importation Law.  Conversely, 

enjoining the new Law will simply preserve the status quo extant in Maine and the other 49 

states.  Indeed, the lack of need for rapid implementation of the Importation Law is shown by 

Maine’s own decision to delay the Law’s effective date.  There is not—and could not possibly 

be—a pressing need to facilitate the importation of illegal foreign pharmaceuticals.  

 Finally, preliminarily enjoining the Importation Law will have a favorable effect “on the 

public interest.”  Boston Duck Tours, LP v. Super Duck Tours, LLC, 531 F.3d 1, 11 (1st Cir. 

2008).  Nothing could be more critical to the public interest than securing the safety of the 

pharmaceutical delivery system—and nothing could be more dangerous than facilitating 

breaches of the “closed” system that Congress has designed.  Once in the United States, 

unauthorized, counterfeit, or improperly produced, stored, or labeled pharmaceutical products 
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pose a serious threat to the people of Maine.  The State itself recognized these points last year, 

when it moved to block importation of foreign pharmaceuticals.  See supra p. 9.   

 As the First Circuit has recognized, “The purpose of a preliminary injunction is to 

preserve the status quo,” CMM Cable Rep., Inc. v. Ocean Coast Properties, Inc., 48 F.3d 618, 

620 (1st Cir. 1995), and doing so here would be consistent with, and indeed would promote, both 

the interests of Defendants and the interests of the public at large.  This Court should order 

preliminary relief by enjoining the State from implementing Maine’s Importation Law. 

CONCLUSION 

 This Court should preliminary enjoin Maine’s Importation Law (2013 P.L. Ch. 373) from 

going into effect and order that Defendants may not encourage, authorize, or subsidize 

individuals engaged in the unlawful importation of pharmaceutical products. 
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Dated: September 11, 2013 
 

/s/ Michael A. Carvin 

Michael A. Carvin (pro hac vice) 
 
/s/ John M. Gore 

John M. Gore (pro hac vice) 

 
/s/ Richard M. Re 

Richard M. Re (pro hac vice) 

JONES DAY 

51 Louisiana Avenue, N.W. 

Washington, D.C.  20001-2113 

Telephone:  (202) 879-3939 

Fax:  (202) 626-1700 

 

/s/ David B. McConnell 

David B. McConnell 
 
/s/ Joseph G. Talbot 

Joseph G. Talbot 

PERKINS THOMPSON 

One Canal Plaza, P.O. Box 426 

Portland, Maine 04112 

Telephone: (207) 774-2635 

Facsimile: (207) 871-8026 

 
ATTORNEYS FOR PLAINTIFFS 
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notification of such filing to the parties registered with the Court’s CM/ECF system.  In addition, 

I hereby certify that on September 11, 2013, I caused a copy of the foregoing document and its 

attachments to be served by UPS overnight express mail on: 

 

Attorney General Janet Mills 

Office of the Maine Attorney General 

Burton Cross State Office Building,  

6th Floor 

111 Sewall Street 

Augusta, ME 04330 

and 

 

H. Sawin Millett, Jr., Commissioner 

Department of Administrative and Financial 

Services 

Burton Cross State Office Building,  

3rd Floor 

111 Sewall Street 

Augusta, ME 04330 

 

 

 

 

/s/ David B. McConnell     

David B. McConnell 

 

PERKINS THOMPSON 

One Canal Plaza, P.O. Box 426 

Portland, ME 04112 

Telephone: (207) 774-2635 

Facsimile: (207) 871-8026 

 

ATTORNEY FOR PLAINTIFFS 
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