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Abstract


A growing war on drugs threatens to turn septuagenarians into scofflaws and state governors into full-fledged lawbreakers.  As American citizens—especially the powerful elderly constituency—grow increasingly vocal about the high prices of prescription drugs in the United States, many state and local leaders have taken decisive action to lower prices.  State governors and city mayors across the nation have implemented programs that allow participants to buy prescription drugs at reduced prices from Canada and other countries.  Although these programs clearly violate provisions of the Food, Drug and Cosmetic Act, the federal government has not taken decisive legal action against the states, instead preferring to focus its enforcement energy on private wholesalers who import drugs illegally for sale in the United States.  Meanwhile, these state programs continue to operate with no serious federal resistance.  Inside the Beltway, various Senators and Congressmen have taken up the call to arms, sponsoring bills aimed at legalizing drug importation.  While several of these crucial bills have been held up, stalled or otherwise delayed, drug importation opponents have publicly questioned whether wholesale legalization of drug importation would truly best serve the American public, arguing that more appropriate channels exist for lowering the price of drugs in the United States.  After addressing state-implemented drug programs, the federal and congressional response, and the thorny federalism issue that has developed, this paper will turn to the policy concerns behind drug importation.  While many economists oppose drug importation on grounds that it would have deleterious effects on future research and development expenditures, critics have pointed to the fact that the pharmaceutical industry reaps large profits while enjoying the largesse of the federal dole in the form of subsidies and tax breaks.  The paper will then present a tentative solution to the seemingly intractable problem of skyrocketing drug prices.  This proposal utilizes market forces, rather than direct regulation or price controls, to keep costs more reasonable.  Such a multi-pronged approach will require more reliance on generics, negotiations with the pharmaceutical companies to lower prices in the U.S. and a dialogue to persuade other developed countries to move away from monopsonistic price controls.  This last step is probably the most difficult and controversial, but may be necessary in order to change the status quo where American consumers pay the brunt of the global cost of research and development.  Although no solution will be easy to implement, nor will any one solution satisfy the divergent interests of the numerous parties affected by prescription drugs, some plan of action must be undertaken immediately to protect the needs of consumers while ensuring the future of drug research development in this country.  Americans demand it.



“Desperate maladies require desperate remedies.”
- French Proverb




I. Background
A. Ray and Gaylee Andrews: Poster Couple for Drug Importation

Ray and Gaylee Andrews of Chicago, Illinois, have found themselves in an unenviable, but not entirely unusual, predicament.  Both seventy-five, they suffer from a veritable laundry list of ailments and conditions: arthritis, asthma, diabetes, emphysema, high blood pressure and replaced hips. See Andrews v. United States HHS, 2005 U.S. Dist. LEXIS 5710 (D.D.C. 2005)  With their prescription drug expenses coming to an eye-popping $1,100 per month, the Andrews rapidly depleted their life savings to pay the bills for the medication. See id.  In what should have been the golden years of their lives, they both left retirement and returned to the workforce to supplement their modest retirement and Social Security incomes. See id.  Along with many of their cohort, they would soon find themselves making painful trade-offs: forgoing food and other necessities for the drugs, on one hand, or splitting pills and under-treating their ailments to cover the cost of basic life essentials on the other hand.  Either way, the future seems bleak for the elderly couple from Illinois.  Like many senior citizens, they could have saved an estimated 50% a month if they had joined the busloads of senior citizens and bought their prescription drugs in Canada.  The Andrews, however, steadfastly refused to buy drugs abroad as long as drug importation violated federal law.  What made the Andrews very different from the rest of their Greatest Generation peers is that they took the federal government to court, challenging the provisions of the Food, Drug and Cosmetic Act that rendered drug importation illegal in the United States.  Although they recently lost the case, the lawsuit thrust their cause into the national spotlight, placing them in the crosshairs between state and federal government, and making them the unlikely poster couple for drug importation.

B. The Battle Begins Brewing: An Introduction to Prescription Drug Warfare

Far removed from the world of price-checking and pill-splicing that people like the Andrews know so well A disturbing article by the AARP recounted some of the sacrifices that senior citizens make in order to purchase their prescription drugs.  Anecdotally, this article reported on a widow who sold her wedding ring to pay her bills, one individual who begs for the leftover prescription medicines when her friends pass away and another who takes cheaper antibiotics prescribed for her dog. See Patricia Barry, Chasing Drugs: Many Readers Take Drastic Steps to Get Prescription Medicine, Oct. 2003, available at http://www.aarp.org/bulletin/prescription/a2003-09-29-chasing_drugs.html" http://www.aarp.org/bulletin/prescription/a2003-09-29-chasing_drugs.html (last visited Mar. 15, 2006). , the prescription drug price war has started to unfold, taking on black-and-white moral dimensions that evoke World War II propaganda.  Pitting good against evil, state legislators portray the big pharmaceutical companies (“Big Pharma”) as a faceless, soulless predator reaping stratospheric profits on the backs of this country’s most vulnerable groups, the uninsured and the elderly.  In acts of insurrection reminiscent of the Civil War, state and local legislators have openly flaunted federal law by authorizing drug importation programs that allow their constituents to import prescription drugs from abroad, most notably from Canada.  For their part, the pharmaceutical companies have counter-attacked with a barrage of lawsuits, seeking declaratory and injunctive relief, and deploying hundreds of foot soldiers—in the form of lobbyists—to convince Congress to put a stop to the rebellion.  Here it is: modern warfare in the twenty-first century and the traditional weapons—tanks, soldiers and heavy artillery—have been replaced with lobbyists, ad blitzes, grassroots campaigns and lawsuits.  The lines have been drawn on the battlefield, and until a resolution can be reached, the victims will continue to be American citizens.

C. The Statutory Framework: The Food, Drug, and Cosmetic Act’s “Closed System”

The Federal Food, Drug, and Cosmetic Act (“FDCA”) prohibits the interstate shipment of any unapproved new drugs. See 21 U.S.C. § 331  Shipment includes importation and any drugs—including otherwise approved drugs manufactured abroad—that have not been made in accordance with and pursuant to FDA approval are deemed unapproved. See id.  Due to the sheer number and complexity of requirements, practically speaking, anyone importing drugs has the burden of demonstrating that imported drugs are in compliance.  To add a further twist, even if a prescription drug is approved and marketed in the U.S., is originally manufactured in the U.S., but is later exported to another country, it is a violation of the Act for anyone other than the U.S. manufacturer to re-import the drug back into the United States. See 21 U.S.C. § 381(d)(1).   Even when the original manufacturers re-import drugs, the drugs must meet a battery of requirements before they can be resold in the United States. See 21 U.S.C. § 381(d).  Explaining why it treats otherwise identical drugs differently based on the final point of shipment, Joe McCallion, consumer safety officer in the FDA’s Office of Regulatory Affairs, has explained that with a foreign drug, “you can’t be sure that it has been shipped, handled, and stored under conditions that meet U.S. requirements.” See Michelle Meadows, U.S. Food and Drug Administration, Imported Drugs Raise Safety Concerns (Sept.-Oct. 2002), available at http://www.fda.gov/fdac/features/2002/502_import.html" http://www.fda.gov/fdac/features/2002/502_import.html (last visited Mar. 9, 2006).  The FDA has reasoned that its approval is both manufacturer- and product-specific, and that the many controls and requirements implemented to ensure safety are lost when a product is manufactured or even exported abroad. See 21 C.F.R. § 314.50.    
As part of the FDA’s “gold standard” safety requirements, drugs will only be approved if they are manufactured in plants registered with the agency, whether those facilities are domestic or abroad.  If a foreign plant is listed as the primary manufacturer or supplier of an ingredient necessary for the drug’s composition, the FDA will usually send an agent to inspect the site. See Meadows supra note  \* MERGEFORMAT 9.  Consequently, although a manufacturer may have FDA approval for a particular drug, that approval does not necessarily mean that all of the manufacturer’s plants have U.S. approval or that the manufacturer adheres to all of the costlier U.S. requirements when it produces a version destined for other countries.  If the foreign counterpart does not meet the stringent US requirements, that drug is not considered FDA approved.  See 21 U.S.C. §  355.  After the FDA approves a drug, manufacturers still are subject to FDA inspections and must continue to comply with the FDA’s requirements.  See Meadows supra note  \* MERGEFORMAT 9.  The practical implication is that virtually all drug importation from Canada or other foreign countries by parties other than the manufacturer will violate the Act in some way either because they are unapproved See 21 U.S.C. § 355., bear incorrect labels See 21 U.S.C. § 352, 353 or are dispensed without a correct prescription. See 21 U.S.C. § 353(b)(1); William K. Hubbard, Letter to Gregory Gonot, Deputy Attorney General, State of California, at http://www.fda.gov/opacom/gonot.html" http://www.fda.gov/opacom/gonot.html (last visited Mar. 4, 2006). [hereinafter HHS California Letter]
As a matter of black letter law, virtually all forms of drug importation and unauthorized reimportation—this latter term refers to the act of importing back into the United States drugs originally manufactured in the U.S. which were then subsequently exported abroad—violate the Food Drug and Cosmetic Act. See 21 U.S.C. § 331(a),(d),(t).  First of all, no drug can be dispensed to a U.S. consumer without a valid prescription, as required by the FDCA. See 21 U.S.C § 353(b)(1).    The requirement of a valid prescription and physician oversight dates back to the passage of the Harrison Narcotic Drug Act, passed in 1914 to regulate the process by which doctors dispensed powerful addictive drugs to patients. Chester N. Mitchell, Deregulating Mandatory Medical Prescription, 12 Am. J. L. & Med. 207, 220 (1986).  Besides the reasons above, both importation and reimportation violate other fundamental provisions of the Food Drug and Cosmetic Act.  As stated above, federal law prohibits any party other than the U.S. manufacturer from reimporting prescription drugs back into the United States—only manufacturers can lawfully engage in reimportation. See 21 U.S.C. § 381(d)(1).  Often surprising to laymen, this prohibition on unauthorized reimportation applies even if the drug being reimported has already been approved in the U.S. See 21 U.S.C § 355.  This last part notwithstanding, reimporters often run afoul of the law anyway when the particular drug they import simply does not have FDA approval See id. or is labeled incorrectly See 21 U.S.C § 353(b)(2)..  Mislabeled drugs include those drugs that do not contain all required information pursuant to 21 U.S.C. §§ 352 or 352(b)(2), as well as drugs bearing otherwise-complete labels in a language other than English See 21 C.F.R. § 201.15(c)..  Even when the drug in question has been approved in the U.S., the foreign version will often fail to meet all of the stringent requirements for FDA approval.  Federal law aside, imported and reimported drugs may also violate state laws that require prescription drug-providing pharmacies to be officially recognized and sanctioned by the State. See Meadows supra note  \* MERGEFORMAT 9.
Violations of the act trigger an entire scheme of potential liability, ranging from civil to criminal. See generally HHS California Letter.  Not only can a court enjoin violations of the Act See 21 U.S.C. § 332. or impose a monetary fine, but a violator can be held criminally liable. See 21 U.S.C. § 333.  Importation of unapproved drugs in violation of § 21 U.SC. § 331(a), (d) or (t) is a misdemeanor offense, and violators face strict liability See United States v. Dotterweich, 320 U.S. 277, 284 (1943); 21 U.S.C. 333(a)(1)., while a violation committed with the intent to defraud or mislead after a previous conviction will lead to a felony charge. See 21 U.S.C. § 333(a)(2). In a separate statutory provision, it is a felony to import a drug in violation of the re-importation prohibition. See 1 U.S.C. §§ 333(b)(1)(A), 381(d)(1).  Liability is far-reaching: violators face civil and criminal liability See 21 U.S.C. § 331, while those who aid or abet or conspire to violate the Act can also be found criminally liable. See 18 U.S.C. § 371
Legislation enacted in 2000, the Medicine Equity and Drug Safety Act (MEDS), would have allowed re-importation of prescription drugs manufactured in the United States that were then subsequently exported to certain foreign countries. See Medicine Equity and Drug Safety Act of 2000, 21 U.S.C. § 384 (2000).  In authorizing re-importation of prescription drugs from abroad, advocates of the bill were in essence hoping to re-import other countries’ lower drug prices and pass the savings onto American patients.  However, MEDS came with one seemingly insurmountable roadblock: the Health and Human Services Secretary had to make a determination that adequate safety measures could be maintained with a re-importation regime in place. See 21 U.S.C. 384(l)(1) Concerned with the potential threat to public safety, then-Secretary of HHS Tommy G. Thompson and his predecessor under the Clinton Administration, Donna Shalala, declined to implement the act. See HHS Press Release, Secretary Thompson Determines that Safety Problems
Make Drug Reimportation Unfeasible, at http://www.hhs.gov/news/press/2001pres/20010710.html" http://www.hhs.gov/news/press/2001pres/20010710.html (last visited Mar. 4, 2006).  Thompson justified his position in a letter to one of the bill’s sponsors, Sen. James Jeffords (I-Vt.), writing “Once an FDA-approved prescription drug is exported for sale in another country, it is no longer subject to U.S. requirements and it can no longer be monitored by U.S. regulators.” Tommy G. Thompson, U.S. Dept. of Health and Human Services Response to Sen. James Jeffords on Drug Reimportation, at http://www.fda.gov/oc/po/thompson/medsact.html#letter" http://www.fda.gov/oc/po/thompson/medsact.html#letter (last visited Mar. 4, 2006).  More recently, current Secretary of HHS Michael Leavitt has likewise declined to make the certification under the newer Medicare Prescription Drug, Improvement and Modernization Act that retains the same requirement. See Dept. of Health and Human Services, Letter to Dir. of WA. State Bd. Of Pharmacy, available at http://www.fda.gov/oc/opacom/hottopics/importdrugs/saxe031706.html" http://www.fda.gov/oc/opacom/hottopics/importdrugs/saxe031706.html (Mar. 17, 2006) (last visited Mar. 30, 2006).
While manufacturers bear the brunt of FDA’s regulatory scheme, both U.S. pharmacists and wholesalers face federal and state laws designed not only to ensure that they are licensed or authorized to operate in a particular state, but also to regulate the distribution of drugs to ensure safety.  These state and local safeguards primarily aim to minimize the incidence of counterfeit drugs—phony replicas of prescription drugs—in the marketplace.  This triad of regulations aimed at manufacturers, pharmacists and wholesalers produces the “closed system,” where drugs are carefully examined and approved before they can be put in the distribution scheme.

D. Price Controls: How the Canadian Prescription Drug Scheme Works

How is it that a name-brand prescription drug, manufactured in the United States and then exported to Canada, sells for up to 75% less than the same exact drug that never leaves U.S. soil?  The answer lies in the Canadian price control system.  The Canadian government, through the Patented Medicine Prices Review Board (PMPRB), has controlled the price of prescription drugs sold in Canada since 1987. See Patented Medicines Prices Review Board, Mandate and Jurisdiction, at http://www.pmprb-cepmb.gc.ca/english/View.asp?x=175&mp=87" http://www.pmprb-cepmb.gc.ca/english/View.asp?x=175&mp=87 (last visited Mar. 4, 2006).  In biannual investigations, the PMBR examines prescription drug prices against four benchmarks to ensure that they are “not excessive.” Id.  First, prices are measured against prices of similar, but older, drugs. See Patented Medicines Prices Review Board, Frequently Asked Questions, at http://www.pmprb-cepmb.gc.ca/english/view.asp?x=272#22" http://www.pmprb-cepmb.gc.ca/english/view.asp?x=272#22 (last visited Mar. 4, 2006).  Secondly, prices are measured against the median of the prices in seven other developed nations (including the US). See id.  The price of the newer prescription drug cannot be higher than either of these measures.  Third, once available, the drug price cannot increase more rapidly than the rate of inflation as measured by the Consumer Price Index. See id.	  Finally, the prices that Canadians pay for patented medicines cannot be the highest of all other countries. See id.
Although Canada’s national health insurance program does not cover prescription drugs (most Canadians receive coverage through their employee-insurance program), each province does cover prescription drugs for certain at-risk groups: senior citizens, low-income individuals and the disabled.  This combination of price controls with more defendant-friendly product liability laws results in a Canadian market where drugs sell at substantially cheaper prices. Ward Health Strategies. The Economic and Policy Implications of Re-importation: A Canadian Perspective. Ontario, ON: 2003.  In addition to the more traditional price controls, Canada has also led the way in several innovative drug pricing mechanisms.  Ontario and British Columbia have adopted pricing strategies that evaluate both price and quality.  These competition-based market forces have proven successful in lowering prices. See White paper, Canadian Pharmaceutical Drug Purchases, Mar. 24 2004.  Similarly, many other provinces have adopted a two-prong attack: they employ formularies, which are simply lists of covered prescription and non-prescription drugs, while also using their governmental leverage to negotiate even lower prices for prescription drugs. See Marcia Angell, “The Truth About Drug Companies: They Deceive Us and What to Do About It” (2004) at 220. [hereinafter The Truth About Drug Companies]

E. The Re-importation Defection: Individuals Fight for Cheaper Drugs

Even though drug importation remains illegal, millions of Americans have imported drugs from Canada with seemingly little, or no, legal repercussions. In 2004, an estimated two million Americans crossed the border or logged onto the internet to buy drugs from Canadian pharmacies. See Congressman Bernard Sanders, Prescription Drugs, available at http://bernie.house.gov/prescriptions/reimportation.asp" http://bernie.house.gov/prescriptions/reimportation.asp (last visited Mar. 6, 2006).  Those two million U.S. residents spent approximately $800 million on prescription drugs purchased from Canadian pharmacies. See Press Release, Henry J. Kaiser Family Foundation and the Harvard School of Public Health, Prescription Drug Trends, Nov. 2005, available at http://www.kff.org/insurance/upload/3057-04.pdf" http://www.kff.org/insurance/upload/3057-04.pdf (last visited Mar. 15, 2006). [hereinafter Kaiser Report]; IMS Health Report, Pressure, May 2005, available at http://offlinehbpl.hbpl.co.uk/Misc/MMM/Features/MAY05%2036-50%20IMS.pdf" http://offlinehbpl.hbpl.co.uk/Misc/MMM/Features/MAY05%2036-50%20IMS.pdf. (lat visited Mar. 15, 2006)  That number is expected to grow this year, as Americans have increasingly turned to Canada to save up to as much as 75% on prescription drugs.  Many of those who have defected are simply fed up with paying higher prices while our Canadian counterparts enjoy substantially lower prices on ostensibly identical products.  Others have turned to buying prescription drugs from Canada as a drastic last-ditch effort when they can no longer afford their monthly prescription bills.  The practice of purchasing drugs from Canada has become so widespread, in fact, that many Americans simply forget—or don’t realize in the first place—that the practice is still considered illegal by the federal government. See Congressman Bernard Sanders, Prescription Drug Importation Packet, available at http://bernie.house.gov/documents/prescriptions/info_packet_print.asp" http://bernie.house.gov/documents/prescriptions/info_packet_print.asp (last visited Mar. 6, 2006). 
Unwilling to wait silently for the government to take action, elderly citizens have launched a full-fledged political campaign and the media has gladly obliged by heavily publicizing the numerous organized group trips, complete with photo-ops and front page articles in local newspapers.  Indeed, the image of ailing elders boarding chartered busses bound for Canada has an unmistakable political, even partisan, tinge.  Despite the FDA’s admonitions to the contrary, a Kaiser Foundation report found that many Americans believe that drugs purchased from Canada, our friendly neighbor to the north, are just as safe as those purchased in America.  Indeed, the FDA may be swimming upstream against a groundswell of public support for imported prescription drugs.  The Kaiser Foundation report found that almost 70% of those surveyed in November 2004 believed that allowing citizens to order drugs from Canada would lower costs without sacrificing safety or quality. See Press Release, Henry J. Kaiser Family Foundation and the Harvard School of Public Health, Lowering Health Care Costs Overall Seen as Top U.S. Health Priority, available at http://www.kff.org/kaiserpolls/pomr011105nr.cfm (last visited Mar. 6, 2006).  Likewise, a joint USA Today/CNN/Gallup poll in late 2003 also found that the same percentage, 70%, favored importation of drugs from Canada and other countries. See USA Today, Poll: Public supports health care for all, available at http://www.usatoday.com/news/health/2003-10-19-health-poll_x.htm" http://www.usatoday.com/news/health/2003-10-19-health-poll_x.htm (last visited Mar. 4, 2006).  Interestingly, an overwhelming 80% of respondents supported increased taxes in order to provide health care coverage for all Americans. See id.  No matter which camp a person falls in, there is simply no denying that the cost of prescription drugs has increasingly grown out of financial reach for those on fixed incomes who need these drugs the most.  As recent developments have shown, if the federal government does not steps to address this problem soon, everyday citizens will take whatever actions they deem necessary to buy cheaper prescription drugs.

F. Big Pharma Lobbyists Launch Counter-Attack

1. Media Blitz: Lobbying Efforts on the Home Front

While individual Americans have been waging a war of attrition on the American-Canadian border, the pharmaceutical industry has responded with a targeted political interest campaign directed at garnering support in Congress.  The pharmaceutical industry, in fact, has organized one of the largest, moneyed and most powerful lobbying consortia that the Capitol has ever seen.  Two large trade group—The Pharmaceutical Researchers and Manufacturers of America (PhRMA) and the Biotechnology Industry Organization (BIO)—represent the pharmaceutical industry’s manifold interests. See M. Asif Ismail, Special Report, The Center for Public Integrity, Drug Lobby Second to None: How the Pharmaceutical Industry Gets its Way in Washington, available at http://www.public-i.org/rx/report.aspx?aid=723" http://www.public-i.org/rx/report.aspx?aid=723 (last visited Mar. 4, 2006). [hereinafter Center for Public Integrity Special Report].  Headed by Billy Tauzin, a former Republican congressman from Louisiana, PhRMA is the largest of the pharmaceutical lobbying association, having contributed more than $90 million to federal candidates over the last seven years. See The Center for Public Integrity, Pharmaceutical Researchers and Manufacturers of America, available at http://www.public-i.org/rx/profile.aspx?orgid=892" http://www.public-i.org/rx/profile.aspx?orgid=892 (last visited Mar. 4, 2006);  The Center for Public Integrity, Deep Pockets Contribute to Success: Industry Spends Millions on State Campaign Donations, Calif. Fight, available at, http://www.public-i.org/rx/report.aspx?aid=795" http://www.public-i.org/rx/report.aspx?aid=795 (last visited Mar. 30, 2006).  This number is just a drop in the bucket to the whopping $800 million that the pharmaceutical and health products industry spent for all of its lobbying expenses during that period, with PhRMA’s annual expenditures comprising the lion’s share (PhRMA’s annual lobbying expenses have recently pushing past the $100 million mark). See Ismail supra note 54.  PhRMA’s members consist of sixteen of the twenty largest domestic pharmaceutical companies and their subsidiaries as well as large international affiliates, including Hoffman-La Roche Inc., AstraZeneca Plc, Boehringer Ingelheim Pharmaceuticals Inc., Novartis Pharmaceuticals Corporation, Wyeth, Bayer Corporation, Merck & Co. Inc., Schering-Plough Corp., GlaxoSmithKline Plc, Amgen Inc, Abbott Laboratories, Johnson & Johnson, Pfizer Inc., Eli Lilly and Co., Bristol-Myers Squibb Co., sanofi-aventis, Eisai Co. Ltd., and Takeda Pharmaceutical Co. Ltd. See id.  PhRMA advocates strong patent regulations, drug importation restrictions and any price regulations beneficial to its bottom line.  According to governmental disclosure documents, both PhRMA and the Biotechnology Industry Organization have directed lobbying efforts at more than 1,600 bills between 1998 and 2004. See Ismail supra note 54.  In addition, these groups have lobbied an array of agencies ranging from the State Department to the Department of Health and Human Services. See id.  In fact, disclosures made under the Lobbying Disclosure Act of 1995 reveal that PhRMA lobbied thirty-three separate federal agencies on thirty-nine issues. See id.
The pharmaceutical industry has, however, employed even shrewder tactics to rallying political force.  PhRMA has created and funded several grassroots organizations to support a pro-industry, anti-importation agenda.  For example, Citizens for Better Medicare—a grassroots organization ostensibly comprised of elderly citizens—was actually formed in 1999 by PhRMA to oppose drug price regulation. Thomas B. Edsalll, “High Drug Prices Return As Issue that Stirs Voters,” Wash. Post, October 15, 2002, A8.  Likewise, the United Seniors Association is a well-funded political action group organized by the pharmaceutical industry.  Together, the organizations spent $65 million and $18 million in the 2000 and 2002 elections respectively to combat drug price regulation while promoting a pro-industry, anti-price regulation agenda through a media campaign and issue ads. See The Truth About Drug Companies at 201.

2. Canada under Siege: Lobbying North of the Border

Big Pharma’s lobbying efforts, however, have not stopped at the U.S. Border.  In December 2002, PhRMA hired Gordon Griffin, a former U.S. ambassador to Canada, and his former chief of staff to lobby for a ban on exportation. See Center for Public Integrity Special Report.  The pair directed their lobbying efforts at the Department of Foreign Affairs and International Trade, Health Canada, Industry Canada, and the Privy Council Office, all agencies that have power to regulate cross-border sales of prescription drugs. See id. The Privy Council Office, the seat of prime ministerial power, wields similar power to the White House in Canada’s parliamentary system. Health Canada is the department responsible for healthcare issues, while Industry Canada regulates key sectors of the country’s economy.  The lobbying seems to have had some effect.  In January 2005, the Canadian Health Minister, Ujjal Dosanjh, announced that the Canadian government would take steps to prohibit mail-order sales of prescription drugs to Americans via the Internet. Conrad F. Meier, Canada Plans to Stop U.S. Drug Importation, Mar 4. 2005, available at http://info.insure.com/health/canadarxban.html" http://info.insure.com/health/canadarxban.html (last visited Mar. 4, 2006).  Mr. Dosanjh justified the steps as necessary to protect Canadian price controls, and said that the office of Health Canada would seek advice from the medical profession in drafting the proposed legislation. See id; CNN, Canada to Consider Export Ban on Drugs, available at http://www.cnn.com/2005/HEALTH/06/29/canada.drugs/index.html" http://www.cnn.com/2005/HEALTH/06/29/canada.drugs/index.html (last visited Mar. 4, 2006).  In particular, the proposal has aimed at tightening up existing regulations that require a doctor-patient relationship for prescriptions. See id.  The proposal never passed, but the lobbying efforts have only amplified recently as the threat that drug importation poses to the pharmaceutical industry’s bottom line grows.

II. An American Revolution: State Drug Importation Programs

A revolution is brewing in America.  Weary of high prices, individuals have begun importing drugs, while also agitating for a legislative solution. Reacting to residents’ complaints about the high cost of prescription drugs, dozens of  U.S. states and cities have instituted drug importation programs designed to allow U.S. citizens to import cheaper drugs from Canada.  In doing so, state and city legislators are challenging outright the federal government’s basic premise that drugs imported from abroad are unsafe or somehow unsuitable for the American public.  Importantly, these drug importation programs flagrantly violate federal law and have put the states and federal government at loggerheads until a solution can be devised.  While a resolution still has yet to be reached, the local governments’ defiant challenge of the federal government has exerted mounting pressure on Congress to act decisively to lower the cost of prescription drugs.  John Oberlander, a healthcare expert at the University of North Carolina in Chapel Hill, says “this out-and-out state revolt against federal policy is a sea change in American health politics.” Patricia Barry, AARP Bulletin, States Defy FDA on Drug Importation: Governors From Both Sides Fight for Savings, available at http://www.aarp.org/bulletin/prescription/a2004-10-08-fda_importation.html (last visited Mar. 9, 2006).  Describing states as very fiscally practical, Mr. Oberlander notes that “if [the states] think they can save money by importing [drugs], they’re going to do it. So this is really a case of ideology at the federal level against pragmatism at the state level.” Id.  Some state governments and groups of consumers have even take legal action, filing suits against prescription drug companies that have tried to stymie these drug importation programs.  In a country where a war can be waged against any social ill—hence the “War on Drugs” and the “War on Terror”—this uprising among local governments may add another phrase to the canon of cultural literacy: the states’ “War for Affordable Drugs.”	
A. Mr. Douglas Goes to Washington

 When the FDA stymied Vermont’s efforts to implement a drug importation program on grounds that it violated the FDCA, the governor of Vermont boldly took on both the federal government and the statute itself.  With the cost of prescription drugs threatening to collapse the state budget, the State of Vermont initially petitioned the FDA to permit the state to implement a limited drug importation pilot program that would allow state employees to import drugs from Canada. Vermont Department of Human Sources, Tackling the Prescription Drug Crisis, available at http://www.vermontpersonnel.org/htm/prescription.php" http://www.vermontpersonnel.org/htm/prescription.php (last visited Mar. 4, 2006).  In its citizen petition, the state of Vermont asked for various levels of response from the FDA.  The State of Vermont first requested that the FDA waive or revoke its current interpretation of the statutory and regulatory framework, a framework which would otherwise prohibit the Vermont State Employee Medical Benefit Plan from establishing a drug importation program with Canada. Michael K. Smith, Citizen Petition, page 1, available at http://www.vermontpersonnel.org/employee/pdf/FDAPetition120703.pdf" http://www.vermontpersonnel.org/employee/pdf/FDAPetition120703.pdf (last visited Mar. 4, 2006).  In the alternative, Vermont requested a variance, requesting that the FDA deem this pilot program lawful under the Food and Drug statutes and regulations as they currently stand. See id.  Vermont officials detailed a plan that would “establish a program for the orderly individual importation of prescription drugs in a manner that promotes…safety and health.” Id at 4.   To that end, members of the pilot program would send their U.S. prescriptions to a Canadian firm where the prescriptions would be rewritten by a Canadian doctor. See id at 2.  A Canadian pharmacy would then fill the prescription and send the medicine back to the Vermonters. See id.  More globally, Vermont further requested that the FDA establish importation guidelines pursuant to its authority under the Medicare Prescription Drug, Improvement and Modernization Act of 2003 (MMA).  In justifying its stance, the petition pointed to the fact that the FDA does not prosecute small-scale individual importation.  This national policy on personal importation allowances, combined with the fact that many Vermonters live on or near the U.S.-Canadian border, means that many members already import drugs.  The letter claimed that its program would provide more oversight, uniformity and safety—all objectives in line with the FDA’s putative goals—than the status quo, where Vermont citizens bring in drugs without any supervision. See id at 3-4.  The proposed program would have a large-scale impact, allowing 20,000 state employees, retirees and their family members to participate. See Julius Melnitzer, Drug Imports Face Regulatory, Legislative Challenges, Corp. Legal Times, December 2005, at 56.
While Vermont waited for a response from the FDA, Governor Jim Douglas traveled to Washington, D.C. to testify before a federal task force set up to investigate importation issues. Press Release, Governor Testifies Before Federal Task Force on Drug Reimportation, available at http://www.vermont.gov/tools/whatsnew2/index.php?topic=GovPressReleases&id=681&v=Article" http://www.vermont.gov/tools/whatsnew2/index.php?topic=GovPressReleases&id=681&v=Article (last visited Mar. 4, 2006).  In his testimony, Governor Douglas cited the high cost of prescription drugs, its deleterious effects on state budgets across the nation, and communicated the need for the federal government to maintain a flexible stance in permitting state governments to implement all safe methods and program designed at reducing prescription drug costs.  In particular, the Governor pointed to the drug importation program that his state had developed as a possible solution to the problem of skyrocketing drug costs.  Pointing to “the disparity that exists within the global pharmaceutical market,” Governor Douglas emphasized that “Vermonters, indeed all Americans, are not getting the lower cost options they need and deserve.”  As in the petition letter, the Governor advocated for a national policy allowing importation, he announced that Vermont would be satisfied if its Vermont State Employee Medical Benefit Plan could be part of small-scale experiment, the results of which could be examined by the FDA before approving a nationwide policy of importation.  Importantly, Douglas conceded that drug importation programs were, at best, a band-aid solution to the deep-rooted problem of spiraling prescription drug costs in the United States.
In August of 2004, just a little over three months after Governor Douglass had testified before the importation task force, the FDA informed Vermont’s Secretary of Administration, Michael K. Smith, that Vermont’s citizen petition had been denied.  On many levels, the letter that Mr. Smith received from the FDA encapsulated the recurring themes that make the debate about drug importation so difficult.  Citing the persistent safety risks associated with drug importation, the letter went on to detail the numerous ways that a drug can be compromised in its journey abroad back to the United States. William K. Hubbard, Response Letter, available at http://www.fda.gov/ohrms/dockets/dailys/04/aug04/080904/03p-0479-pdn00002-vol1.pdf" http://www.fda.gov/ohrms/dockets/dailys/04/aug04/080904/03p-0479-pdn00002-vol1.pdf and http://www.vermontpersonnel.org/htm/pdf/FDADenial.pdf" http://www.vermontpersonnel.org/htm/pdf/FDADenial.pdf (last visited Mar. 4, 2006).  The FDA pointed to the its prior investigations which have turned up “foreign versions” of FDA-approved drugs, drugs bearing incorrect labels, drugs that had been stored improperly, drugs that require close physician supervision and highly addictive drugs being dispensed freely.  In language that would be repeated frequently, the letter reiterated that “it is extremely unlikely that a foreign pharmacy could ensure that all of the applicable legal requirements for importation are met.”  Addressing Vermont’s request for importation certification as permitted in the MMA, the letter concludes that in light of current conditions and technology, Secretary of Health and Human Services Tommy Thompson had already refused to provide certification. 
The letter did express sympathy for the plight of Vermont, as well as the rest of the states, and pointed to a multi-prong attack recently undertaken by the FDA to lower prescription drug prices in the United States. See id.  Stressing an increased focus on generics and the establishment of the federal task force to address drug importation issues, the FDA described numerous strategies undertaken to expedite the approval of cutting-edge medical procedures and drug treatments and reduce litigation aimed at delaying the development of generic drugs, as well as the passage of the Medicare Prescription Drug, Improvement, and Modernization Act which will provide millions of American seniors with drug coverage under Medicare. See id.  Not content with the FDA’s response, Vermont resolved to take decisive action by filing a lawsuit against the Food and Drug Administration, making Vermont the first state to sue the FDA over drug importation. Press Release, Governor & Attorney General to Sue FDA Over Drug Reimportation available at http://www.vermont.gov/tools/whatsnew2/index.php?topic=GovPressReleases&id=834&v=Article" http://www.vermont.gov/tools/whatsnew2/index.php?topic=GovPressReleases&id=834&v=Article (last visited Mar. 4, 2006).  In a strongly worded letter expressing Vermont’s intent to sue, Mr. Smith, Vermont’s Secretary of Administration, stated his disbelief “that [The Department of Health and Human Services] would hold steadfast to a position which continues to deny the residents of Vermont an option for other prescription alternatives.” Michael K. Smith, Vermont’s Response to Denial Letter,  available at http://www.vermontpersonnel.org/htm/pdf/FDAresponse.pdf" http://www.vermontpersonnel.org/htm/pdf/FDAresponse.pdf (last visited Mar. 4, 2006)   Vermont had set the stage for a David and Goliath-proportion battle between its government against the federal government.
Unfortunately for Vermont, this David was not able to out-maneuver the Goliath that is the U.S. government within the battle arena of the federal courts.  The United States District Court for Vermont granted the FDA’s motion to dismiss finding that the agency did not act arbitrarily or capriciously. See Vermont v. Leavitt, 2005 U.S. Dist. LEXIS 20864, at *34 (D. Vt. Sept. 19, 2005).  Acknowledging that the policy debates regarding drug importation are “contentious and complex,” Chief Judge William Sessions III focused instead on the issue at hand, which concerned only a pure question of law that could be easily resolved. Id at *13.  The court found that Vermont’s proposed drug importation plan indisputably violated the FDCA and, more importantly, found that the statutory language of MMA did not provide authorization for such a plan until the Secretary of HHS made the appropriate certifications, which he was not required to do. See id at *17.  The court also rejected Vermont’s arguments that the MMA violates the non-delegation doctrine.  See id at *22.  Despite the ruling, Judge Sessions expressed some of his doubts about the direction of the law, ruefully noting the rather haphazard treatment that befalls those who live south of the aptly-named Canusa Avenue, which runs along the American-Canadian border: while Canadians can “purchase a 90-day supply of 20 milligram Lipitor for $170” and Americans “have to dig much deeper if they need to purchase the same drug [since]…the same 90-day supply of Lipitor costs about $330 in the United States.” See id at *2.  In the end, although Vermont state officials expressed deep regret about the decision, the Vermont state attorney decided not to appeal. See Tim Craig, Montgomery to Sue FDA on Drug Imports, Wash. Post, November 11, 2005, at B06.
The most noteworthy development in this saga may be that this decisive loss against the FDA has not prevented the state from joining in I-SaveRx, a mail order pharmacy program established by the state of Illinois which provides participants with an opportunity to import prescription drugs from several countries including Canada, the United Kingdom and Ireland. See Vermont Agency of Human Services, I-SaveRx, available at http://www.ahs.state.vt.us/ISaveRXVT.cfm" http://www.ahs.state.vt.us/ISaveRXVT.cfm (last visited Mar. 9, 2006).  Governor Douglas signed a bill into law approving I-SaveRx in February 2005, just months after the state had lost its lawsuit against the FDA. See id.  The long-term viability of such a program will depend on whether the FDA decides to take legal action against states and cities whose programs violate the FDCA.  Although the FDA has resisted taking legal action thus far, the agency has publicly insinuated that it might go after state and local governments in the future. Michael J. Rosenquist, Comment, U.S. v. RxDepot: The Battle Between Canadian Store-Front Companies, the FDA and Brand-Name Companies, 9 Marq. Intell. Prop. L. Rev. 423, 444 (2005).

B. When Counties Attack: Montgomery County Files Federal Lawsuit

In the meantime, the Vermont v. Leavitt decision may have rained on the states’ parades, but it has not stopped another municipal entity—this time, a county in Maryland in close proximity to Washington, D.C.—from trying to deliver a legal blow to the federal government.  In a clash that almost identically mirrors Vermont’s interactions with the FDA, Montgomery County Executive Douglas Duncan announced in November 2005 the county’s intention to sue the FDA for refusing to grant a federal waiver which would enable the county to set up a drug importation program that would allow county employees to import drugs from abroad. See Craig supra note 88.  This time, the FDA has hinted that it could sue the county if employees participated in an importation program.  In a statement marked by strong political overtones, Duncan said that he was “disappointed, but not surprised, that the Bush Administration would deny hard working people access to cheaper prescription medications.” See id.  The denial of an FDA waiver has already torn the county apart with council members accusing Duncan “buying into the pharmaceutical industry and [Bush] administration’s talking points” for Duncan’s refusal to sign a drug importation bill into law without prior FDA approval. Id.  In February 2006, Duncan made good on his word, filing suit in federal court against the federal government for its refusal to grant a waiver under the MMA. See Press Release, Montgomery County, Duncan Sues Bush Administration Over Canadian Drug Import; Cheaper Medications for Senior Citizens and Others Sought (Feb. 23, 2006), available at http://www.montgomerycountymd.gov/Apps/News/press/DisplayInfo.cfm?ItemID=1755" http://www.montgomerycountymd.gov/Apps/News/press/DisplayInfo.cfm?ItemID=1755 (last visited Mar. 12, 2006).

C. I-SaveRx: Illinois, Wisconsin, Kansas, Vermont and Missouri Band Together for Cheaper Canadian Drugs

Perhaps no development better captures the brewing federalism tension than the development of I-SaveRx, a mail order pharmacy program designed by Governor Rod Blagojevich which allows residents of participating states to import cheaper prescription drugs from abroad.  See Vermont Agency of Human Services supra note 89.  As long as drug importation has been on the national radar, Governor Blagojevich has been an ardent drug importation advocate and an outspoken critic of Bush administration policies that have stymied importation efforts.  Governor Blagojevich became a drug importation crusader, engaging in an intensive research and fact-finding mission. Governor Blagojevich conducted a feasibility- and cost- impact study, estimating that the state of Illinois could save up to $90 million a year with an importation program. See Ram Kamath & Scott McKibbin, Report of Feasibility of Employees and Retirees Safely And Effectively Purchasing Prescription Drugs From Canadian Pharmacies(Oct. 27, 2003), available at http://www.affordabledrugs.il.gov/pdf/SpecialAdvocateCanadian10-27-03Final.pdf" http://www.affordabledrugs.il.gov/pdf/SpecialAdvocateCanadian10-27-03Final.pdf (last visited Mar. 6, 2006); Press Release, Blagojevich Releases Much-Anticipated Report on Feasibility and Savings of Prescription Drug Importation: Illinois Could Save More Than $90 million (Oct. 27, 2003), available at http://www.illinois.gov/PressReleases/ShowPressRelease.cfm?SubjectID=3&RecNum=2346" http://www.illinois.gov/PressReleases/ShowPressRelease.cfm?SubjectID=3&RecNum=2346 (last visited Mar. 6, 2006).  The study conducted by the governor also found that importation from Canada posed no health risk, since Canada’s distribution and enforcement mechanisms meet, or even exceed, FDA standards. See id. After of a year of intensive research and interaction with the federal government, Governor Blagojevich, along with Governor Jim Doyle of Wisconsin, launched I-SaveRx in October 2004. See Press Release, Gov. Blagojevich and Cong. Emanuel Joined by Wisconsin Gov. Doyle in Launching I-SaveRx Prescription Drug Importation Program; Citizens of IL and WI Now Able to Purchase Rx Drugs from Europe and Canada (October 4, 2004), available at http://www.illinois.gov/PressReleases/ShowPressRelease.cfm?SubjectID=3&RecNum=3439" http://www.illinois.gov/PressReleases/ShowPressRelease.cfm?SubjectID=3&RecNum=3439 (last visited Mar. 6, 2006)  I-SaveRx became the nation’s first state-supervised drug importation program. See id.  Unlike other state initiatives that simply provide links to or information about drug importation, the regulatory agencies of I-SaveRx member states actually oversee and police the drugs that are imported from abroad. See I-SaveRx, Frequently Asked Questions: General Questions, available at http://www.i-saverx.net/general.htm" http://www.i-saverx.net/general.htm (last visited Mar. 6, 2006).  The program established a network of 45 inspected pharmacies in Canada, Ireland and the United Kingdom See id., which would all be approved to send drugs back to I-SaveRx participants.  Before ordering, new participants must have a U.S. doctor fill out a prescription and health profile.  After a central clearinghouse processes the order, a medical doctor abroad rewrites the prescription which enables a local pharmacy from one of the approved countries to ship the drug to the participant back in the United States. See supra note 99.  The program touts itself as “safe, regulated and accountable” and purports to operate under “a stringent system of quality controls and multiple safety checks.” Supra note 101.  Since the program’s creation, Kansas, Vermont and Missouri have joined the program as well. See Press Release, Governor Blagojevich and Partners in I-SaveRx Drug Importation Program Announce Major Supply Expansion:  Illinois Releases Results of Comprehensive Study of Pharmaceutical Systems in Australia and New Zealand (July 18, 2005), available at http://www.illinois.gov/PressReleases/ShowPressRelease.cfm?SubjectID=3&RecNum=4164" http://www.illinois.gov/PressReleases/ShowPressRelease.cfm?SubjectID=3&RecNum=4164 (last visited Mar. 6, 2006)  All residents of the member states can participate regardless of age, income or the status of their health insurance coverage.  In the first year of its operation, over 14,000 orders were filled. See id.  The list of countries authorized to export prescription drugs to the United States was recently expanded to include Australia and New Zealand. See Democratic Party of Wisconsin, Governor Doyle, Illinois Governor Blagojevich, and Illinois
Congressman Emanuel Announce Expansion of I-SaveRx
Prescription Drug Program (July 19, 2005), available at http://www.i-saverx.net/assetsrx/071905_dpw.pdf" http://www.i-saverx.net/assetsrx/071905_dpw.pdf (last visited Mar. 6, 2006).
While the program clearly violates provisions of the FDCA and MMA, the FDA has not taken formal legal action yet against the states, instead choosing to use the agency’s enforcement arsenal to gum the works of the drug importation program.  The likely political fallout that would result if the FDA tried to prosecute state governments has probably prevented the FDA from taking legal action against these states, leading to an awkward, uneasy equipoise where the FDA has little choice but to stand on the sidelines as the state governments flagrantly violate federal law. William Hubbard, associate commissioner for the FDA, has repeatedly called I-SaveRx “a risky program” and hinted that future lawsuits against states were definitely under consideration.  Hubbard has been quoted as saying, “The concept of public officials taking on the drug safety statutes is novel, and we have attempted to put our energy into persuading them about the legal and public health risks. It may come down to a lawsuit where we go to a judge and say, ‘Look, we've come down to a clash of values here.’” Prescription Drugs; U.S. FDA Says Adding States to I-SaveRx Expands ‘Risky’ Program, Genetics & Envtl. L. Weekly, Jan. 15, 2005 at 10.  Nevertheless, the FDA has refused to take this entire turn of events sitting down.  To discourage usage of I-SaveRx, the FDA has seized shipments of imported drugs destined for I-SaveRx participants. See The Kaiser Family Foundation, FDA Seizes Some Medications from I-SaveRx Reimportation Program (Mar. 10, 2005), available at http://www.kaisernetwork.org/daily_reports/print_report.cfm?DR_ID=28580&dr_cat=3" http://www.kaisernetwork.org/daily_reports/print_report.cfm?DR_ID=28580&dr_cat=3 (last visited Mar. 12, 2006).  In fact, in February 2005, the FDA blocked more than 25% of prescription drugs that participants had purchased using I-SaveRx, throwing a serious wrench in the program. See id.  G. Anthony Howard, president and CEO of CanaRx, one of I-SaveRx’s major providers said, “I won't say the FDA has targeted I-Save RX, but that's an unbelievable coincidence.”  Id.  In addition to flexing its enforcement muscle, the FDA has vociferously opposed the I-SaveRx program as illegal and unsafe. See Genetics & Envtl. L. Weekly supra note 108.  Complicating matters even further, the states also face the potential risk of tort liability in the case. See Dept. of Health and Human Services, HHS Task Force on Drug Importation, Report on Prescription Drug Information (Dec. 2004), available at http://www.hhs.gov/importtaskforce/Report1220.pdf" http://www.hhs.gov/importtaskforce/Report1220.pdf (last visited Mar. 6 2006) [hereinafter HHS Report].  Critics of drug importation programs have voiced concern that a wave of future lawsuits could completely eviscerate the putative cost savings from drug importation. See Ctr. for Individual Freedom, Importing Liability, available at http://www.cfif.org/htdocs/legislative_issues/federal_issues/hot_issues_in_congress/legal_reform/drug_importation.htm" http://www.cfif.org/htdocs/legislative_issues/federal_issues/hot_issues_in_congress/legal_reform/drug_importation.htm (last visited Mar. 6, 2006) (“Importing drugs is penny wise and pound foolish for Wisconsin’s fiscal and prescription health….Canadian pharmacies will cost Wisconsinites far too much for their prescriptions, not at a cash register or through the mail, but in the courts at home.”); Daniel R. Cahoy, Patent Fences and Constitutional Fence Posts: Property Barriers to Pharmaceutical Importation, 15 Fordham Intell. Prop. Media & Ent. L.J. 623, 708 (2005).  As drug importation becomes increasingly more contentious, it may be only a matter of time before the FDA can take decisive steps to combat the states’ indiscretions.

D. A Governor’s Plan of Attack:  Minnesota’s RxConnect

While the I-SaveRx program is the boldest importation initiative to date, many other states and cities have taken a range of steps to facilitate drug importation.  For example, Minnesota’s initiatives lies in the middle of spectrum of state drug importation activities, falling somewhere between full state involvement (such as the I-SaveRx initiative) and programs that provide information only.  Sensing an impending drug cost crisis in his state, the governor of Minnesota, Tim Pawlenty, took action to provide comprehensive information about drug importation to Minnesotans. See Kevin Goodno & Karen Janisch, Recent Developments in Health Care Law: Minnesota Leading the Way on Canadian Prescription Medicine Importation, 31 Wm. Mitchell L. Rev. 811, 813 (2005)  When Governor Pawlenty took office in January 2003, he faced a projected $4.2 billion budget shortfall. See id. at 812.  The state’s health care costs had risen precipitously and contributed largely to this budget shortfall.  Governor Pawlenty immediately sprung into action, directing several state agencies to devise strategies to control health care costs.  After the findings came back from a feasibility study that studied the impact of drug importation, state officials devised a three-phase plan: the first phase called for the implementation of a web-site to provide information to residents on how to purchase prescription drugs from Canadian pharmacies. See id. at 813.  Ultimately, state administrators launched the RxConnect website, an informational website that allows residents to compare cost of drugs.  See id. at 812. The second step of the program included the option for state employees to opt into a plan that would obtain prescriptions for certain medicines from Canadian pharmacies. See id. at 839.  The third phase entailed the development of a pilot project that would allow state residents to buy Canadian prescription drugs directly from local pharmacies in Minnesota. See id. at 840.
In a law review article that he co-authorized, attorney and Commissioner of the Department of Human Services for the State of Minnesota Kevin Goodno maintains that RxConnect only informs and protects Minnesotans, while vehemently denying that the website violates federal law. See id. at 815-16. (“States play a critical role in our system of government and have traditionally served as the nation's laboratory for innovative programs that provide for the protection and general welfare of their citizens…. Governor Pawlenty's prescription medicine website reflects an appropriate exercise of authority by the State of Minnesota.  RxConnect provides information to Minnesotans so that they can make informed decisions in relation to their purchase of prescription medicines.”)  Instead, he asserts that RxConnect actually proves itself to be in harmony with federal law, since no federal law preempts states’ rights to inform citizens about drug importation and RxConnect enjoys both the free speech protection of the First Amendment as well as the protection of the state authority provision of the Tenth Amendment.  Reflecting on the role of states to serve as “the nation’s laboratory for innovative programs,” Mr. Goodno maintains that “Governor Pawlenty’s prescription medicine website reflects an appropriate exercise of authority by the State of Minnesota.” Id. at 815.   In a refrain that has become the rallying cry of drug advocates, Mr. Goodno argues that health and safety are not served when individuals are unable to afford the prescription drugs they so desperately need. See id. at 819. 
Mr. Goodno’s article addresses, and then summarily dismisses, the most vexing aspect of RxConnect—state involvement that goes beyond mere information-providing services when Minnesota state officials visit Canadian pharmacies in order to ascertain their quality and safety—by arguing that the FDCA does not prohibit states from traveling to other countries to review the safety protocols of pharmacies located abroad.  Critics and FDA officials may argue that this argument is a bit disingenuous—after all, official state visits abroad in conjunction with the website begins to look more like centralized government involvement ala  I-SaveRx than the passive provision of information.  In fact, now retired Associate Commissioner for Policy and Planning William K. Hubbard likened RxConnect to a “state endorsement of foreign internet ‘pharmacies’” that is “unsafe, unsound and ill-considered.” William K. Hubbard, Dept. of Health and Human Services, Letter to Gov. Tim Pawlenty (Feb. 23, 2004), available at http://www.fda.gov/oc/opacom/hottopics/importdrugs/pawlenty022304.html" http://www.fda.gov/oc/opacom/hottopics/importdrugs/pawlenty022304.html (last visited Mar. 6, 2006).  In addition, Minnesota launched Phase II of its plan in May 2004, adding fuel to the fire of those who argue Minnesota has broken the law.  Phase II, dubbed Advantage-Meds, allows state employees to order ninety-day supplies of medicine from an approved pharmacy in Canada, with the state of Minnesota footing the bill. Such a program undeniably steps over the line set by FDCA.  The FDCA aside, Mr. Goodno makes a compelling policy-level argument based on the reality of the situation: since busloads of Minnesotans already go to Canada to purchase drugs, the state is making conditions safer by investigating pharmacies for and then presenting that information to citizens who, in turn, can make safer decisions.

E. Other States Follow Suit

While Minnesota may have been the first state to launch a website providing drug importation information to residents, many other states and local governments followed suit, creating websites and hotlines with information on how to buy imported drugs. See supra note 121; Daniel R. Cahoy, Patent Fences and Constitutional Fence Posts: Property Barriers to Pharmaceutical Importation, 15 Fordham Intell. Prop. Media & Ent. L.J. 623, 659 (2005). Rhode Island launched RIMeds, a program closely patterned after I-SaveRx and RxConnect, which allows Rhode Islanders to access a network of inspected international pharmacies to save on prescription drugs. RIMeds, Secretary of State Matt Brown Unveils Safe, Affordable Prescription Drug Option
for Rhode Islanders, available at http://www.rimeds.com (last visited Mar. 6, 2006).  Since RxConnect went live, North Dakota, New Hampshire, Washington and countless county and city governments across the nation have launched programs designed to provide access to cheaper prescription drugs from abroad. See supra note 115, at 815.  Unlike the I-SaveRx, RxConnect and RIMeds programs, where member states actually regulate the drugs imported from abroad or approve the foreign pharmacies, the state-sponsored websites here serve as a much more passive conduit between residents and foreign pharmacies.  By taking this approach, these states may hope to have the best of both worlds: they are able to provide information about lower-priced drugs from Canada without assuming the risk that comes with actually providing the drugs.  For example, the Washington State Health Care Authority provides general information on how to purchase drugs from Canada, but also follows the information with a prominent legal notice, a general disclaimer of liability and several other legal notices disclaiming all responsibility for any warranties, data inaccuracies, appearance of endorsement and use of external links. Washington State, Health Care Authority, Accessing Canadian Authorities (2006), available at http://www.rx.wa.gov/prescriptionhelp/canada.shtml" http://www.rx.wa.gov/prescriptionhelp/canada.shtml (last visited Mar. 10, 2006).  (The general disclaimer of liability reads: “The state of Washington makes no warranty, express or implied, of merchantability and fitness for a particular purpose, and accepts no legal liability, with respect to any product offered, or pharmaceutical care provided, by the pharmacies listed on this Web site. Nor does the state of Washington make any representation regarding the legality or illegality of importing prescription medications from another country into the United States. The state of Washington will not indemnify or defend a user of this web site from federal, state, local or other prosecution, civil, criminal or administrative action.”)  Other states, including California, West Virginia, Delaware, Louisiana Oregon and Kentucky have publicly expressed their desire to consider possible drug importation programs, with some taking legislative steps toward that goal. See Todd A. Rosenfield, The Counterfeit Drug Invasion: How Drug Re-Importation Unjustifiably Poses a Threat to The Health of the U.S. Public, 23 Penn St. Int’l L. Rev. 897, 925 (2004).  Still other state governments, including Texas and Iowa, have proposed drug importation programs as well, only to be denied federal approval. See Daniel R. Cahoy, Patent Fences and Constitutional Fence Posts: Property Barriers to Pharmaceutical Importation, 15 Fordham Intell. Prop. Media & Ent. L.J. 623, 650 (2005). 

F. California: Schwarzenegger Gets Tough with Congress

Of course, not every state has taken steps to import drugs.  Some states, in fact, have allied themselves with the FDA, helping to investigate and prosecute instances of illegal drug importation.  For example, before the FDA took action against Rx Depot, Oklahoma’s attorney general filed a petition seeking injunctive relief against the company on March 27, 2003. Petition for Temporary and Permanent Injunctions, Okla.. State Bd. of Pharmacy v. Rx Depot, No. CJ-2003-2643 (Dist. of Okla. County. March 27, 2003), available at http://www.nacds.org/user-assets/PDF_files/Oklahoma_BOP_Complaint.pdf (last visited Feb. 3, 2005); Rosenfield supra note 129, at 920.  The Board of Pharmacies in both Alabama See Compliant, Ala. State Bd. of Pharmacy v. Disc. Drugs of Canada, No CV 03-1742 (Circuit Court of Jefferson County March 31, 2003). and North Carolina See Complaint, N.C. Bd. of Pharmacy v. Canada Drug Outlet, Inc., No. 3 CVS04986 (N.C. Superior Court Division Oct. 15, 2003). have taken similar action as well. See supra note 129, at 921.  The state attorneys general in Texas and Nevada both put the brakes on their states’ importation measures, publicly stating that such programs would be in violation of federal law. See Daniel B. Wood, A Plea to Lift Ban on Drug Imports, Christian Sci. Monitor , Jan. 18, 2006, available at http://www.csmonitor.com/2006/0118/p02s02-uspo.html" http://www.csmonitor.com/2006/0118/p02s02-uspo.html (last visited Mar. 6, 2006) As the most populous state in the union, California’s role in this debate has been important and will continue to be important as both economic realities and public sentiment in California shifts.  Previously, Governor Arnold Schwarzenegger vocally opposed drug importation from abroad, vetoing several bills that would have permitted Californians to import drugs. See John M. Broder, Schwarzenegger Vetoes Bills Seeking Drugs from Canada, N.Y. Times, Oct. 4, 2004.  In the past, he was even expressed concern that importation as a “quick legislative fixes at the state level would be contrary to federal law and over-simplify the complex safety, trade, supply, and pricing issues involved.” Supra note 135.
Now, facing a mounting state drug prescription tab, Governor Schwarzenegger may be changing his tune.  At the start of 2006, the governor penned a letter to Congressional leaders, urging them to prioritize the passage of “legislation that will allow American consumers to import safe prescription drugs from other countries.” Press Release, Governor Schwarzenegger Calls on Federal Government to Allow Consumers to Safely Import Prescription Drugs, Jan. 3, 2006, available at http://www.governor.ca.gov/state/govsite/gov_htmldisplay.jsp?BV_SessionID=@@@@1915720058.1140019108@@@@&BV_EngineID=ccccaddgmilgfjlcfngcfkmdffidfog.0&sCatTitle=Press+Release&sFilePath=/govsite/press_release/2006_01/20060102_GAAS00306_Perscription_Drugs.html&sTitle=Governor+Schwarzenegger+Calls+on+Federal+Government+to+Allow+Consumers+to+Safely+Import+Prescription+Drugs&iOID=73140" http://www.governor.ca.gov/state/govsite/gov_htmldisplay.jsp?BV_SessionID=@@@@1915720058.1140019108@@@@&BV_EngineID=ccccaddgmilgfjlcfngcfkmdffidfog.0&sCatTitle=Press+Release&sFilePath=/govsite/press_release/2006_01/20060102_GAAS00306_Perscription_Drugs.html&sTitle=Governor+Schwarzenegger+Calls+on+Federal+Government+to+Allow+Consumers+to+Safely+Import+Prescription+Drugs&iOID=73140 (last visited Mar. 6, 2006)  In asking Congress to relax federal regulations prohibiting importation while also taking action to lower the cost of prescription drugs, Governor Schwarzenegger highlighted the plight of millions of uninsured Americans, who cannot afford prescription drugs.  See id.   Critics, such as members from California’s life sciences industry, blasted the Governor for even suggesting importation as a solution in his letter to Congress. PRNewswire, California Life Science Leaders Respond to Governor Schwarzenegger’s Call to Legalize Importation of Prescription Medicines, Jan. 6, 2006, available at http://www.prnewswire.com/cgi-bin/stories.pl?ACCT=104&STORY=/www/story/01-06-2006/0004244238&EDATE" http://www.prnewswire.com/cgi-bin/stories.pl?ACCT=104&STORY=/www/story/01-06-2006/0004244238&EDATE= (last visited Mar. 6, 2006)  The governor has still declined to implement any drug importation programs that would violate federal law.  Regardless of the interested players in the backdrop, insiders, (including a former FDA official) claim that Governor Schwarzenegger’s action could finally prompt Congress to take some action. See supra note 135.  While the letter may ultimately prove symbolic, Congress may find it hard to ignore California’s plea altogether as they continue to debate drug importation in 2006.

G. Cities Implement Importation Programs

Cities and counties have also jumped on the drug importation bandwagon and, in some cases, actually lit the first match.  If drug importation has become something of a revolution, then it would only be appropriate that it start in Massachusetts, seat of the American Revolution.  In July 2003, Springfield, Massachusetts, became the first city to offer a municipal plan to offer employees of the city the option of purchasing cheaper prescription drugs from Canada. See The Truth About Drug Companies at 222.   City officials instituted a voluntary mail-order program which allows city employees and retirees to order drugs from Canada. See supra note 129, a 923.  In a deal that was estimated to cut $9 million in cost from the city’s $18 million annual employee drug benefit program expense, the mayor of Springfield, Michael Albano, negotiated a contract with CanaRx. See id.  The city of Boston followed shortly thereafter, proving that the Boston Tea Party was not the last time the city of Boston would stand up against a perceived oppressive national government over the issue of overpriced goods.  In a letter to Thomas Menino, the mayor of Boston, the FDA unequivocally called the city’s “Meds by Mail” importation plan illegal, pointing to the fact that “the drugs that [Boston] citizens will purchase from Total Care Pharmacy [in Calgary, Alberta] will in almost all cases be illegal under federal law.” William K. Hubbard, Letter to Boston Mayor Thomas M. Menino, Aug. 4, 2004, available at http://www.fda.gov/oc/opacom/hottopics/importdrugs/menino0804.html" http://www.fda.gov/oc/opacom/hottopics/importdrugs/menino0804.html (last visited Mar. 6, 2006).  Over a year and a half later after Mr. Hubbard, Associate Commissioner for Policy and Planning for the FDA, wrote that letter, the City of Boston Meds by Mail program continues to operate, encouraging eligible city employees and retirees to purchase Canadian-imported brand name prescription drugs by eliminating co-payments for imported drugs. City of Boston, City of Boston Meds by Mail, available at http://www.cityofboston.gov/publichealth/medsbymail.asp" http://www.cityofboston.gov/publichealth/medsbymail.asp (last visited Mar. 6, 2006).  The FDA sent threatening letters to the mayors of both cities, as well as the countless other cities that had arranged for similar programs, but to no avail.  Since Springfield developed its drug importation program, numerous other cities have followed suit. Montgomery, Alabama became the first city to actually import drugs from Canada for its employees.  Burlington, Vermont; Columbia, SC; Fall River, MA; Revere, MA; San Francisco; Worcester, MA have all created alliances with drug importation networks or provide links to Canadian pharmacies.  Countless other cities are currently considering similar programs.  Congressman Gil Gutknecht, Market Access for Prescription Drugs available at http://www.house.gov/gutknecht/Issues/pdrugs/cityinfo.htm" http://www.house.gov/gutknecht/Issues/pdrugs/cityinfo.htm (last visited Mar. 12, 2006).

H. The People Take the Legislative Battle To Court: Individual Lawsuits Filed

The legislative battle has also spilled into the U.S. courts as individual citizens, consumer groups and even some local governments have taken the pharmaceutical industry to court over the issue of drug importation.  In one prominent case, a consumer coalition The coalition  included groups such as the Minnesota Senior Federation, a painters' union health fund, United Senior Action of Indiana, the Massachusetts Senior Action Council, the LaPort County Comprehensive Mental Health Council and the Central Laborers Welfare Fund. brought a highly-publicized anti-trust lawsuit in federal court against Pfizer Inc., Merck & Co. and seven other drug makers of colluding to block U.S. consumers from importing cheaper drugs from Canada. See In re Canadian Imp. Antitrust Litig., 385 F. Supp. 2d 930, 932 (D. Minn. 2005)  The coalition’s claim alleged that the pharmaceutical companies had engaged in a course of conduct designed to block American citizens from importing drugs from Canada. See id.  In a decisive victory for the defendants, U.S. District Judge Joan N. Ericksen dismissed the case, ruling that the purchase of drugs in Canada for use in the U.S. violates federal law, so an effort to combat such transactions is not a violation of federal antitrust law. See id.   In its complaint, the consumer group claimed that drug makers systematically blacklist Canadian pharmacies that sell prescription drugs to U.S. citizens.  The judge rejected the plaintiffs’ claims on the grounds that the pharmaceutical companies can take steps to hinder such transactions, since the practice of purchasing drugs in Canada for use in the United States violates federal law. See id.
In another recent case, an elderly married couple from Chicago filed a lawsuit in the federal district court in Washington against the FDA, claiming that the FDCA’s prohibition on drug importation from Canada violated their substantive due process rights and challenging the refusal of the secretary of HHS to issue the certifications necessary for allowing importation under the Medicare Prescription Drug, Improvement, and Modernization Act. See supra 1.  The couple sought a declaratory judgment that the statutory prohibition on reimportation impermissibly infringes on their fifth amendment rights; as to the certifications, the couple sought a finding that the agency’s refusal to make the prerequisite certifications was arbitrary and capricious.  Finding that the couple did have standing, the court granted the FDA’s motion to dismiss on the grounds that the couple’s complaint fails to state an actionable claim.  Central to the court’s disposition of the substantive due process challenge was the finding that  “the right to purchase drugs from a preferred source or at a preferred price…is not fundamental.” See id.  As to the APA claim, the court held that the agency’s failure to make the certification does not constitute a reviewable final agency action, hence no arbitrary and capricious finding could be made. See id. 
Although the court was able to dispose of the legal issues very quickly, the named plaintiffs’ plight tugged at the heartstrings—but some might argue that the lawsuit was a shrewd litigation maneuver designed more with the goal of garnering favorable press and building political momentum than actually prevailing on the legal merits.  The plaintiffs filed suit at the request of Gov. Rod Blagojevich, who has been one of the drug importation crusaders, and were represented by a prominent local lawyer who had been one of the governor’s major political donors and a past business associate of the governor. Rudolph Bush, Suit over Drug Prices is Dismissed; Elk Grove Couple Had Sought Drug Imports, Chi. Tribune, April 8. 2005, Metro, Zone C, at 4; Kristina Herrndobler, Elk Grove Village Couple Sue for Access to Canadian Drugs, Feb. 27, 2004, Metro, Zone C, at 8.  The plaintiffs, both seventy-five, suffered from a multitude of ailments.  Staggering monthly prescription drug bills coming to $1,100 per month had placed them in the position where they would soon have to choose between the medication and food.  To make up for some of the shortfall from their meager retirement and Social Security incomes, the couple, who had already spent their life savings at this point to pay for the drug treatments, left retirement and began working again to make up for the shortfall from their.  Comparable prescription drug purchases from Canada would have saved them almost 50% a month, but they had not attempted to reimport drugs because of the ban.  Although the plaintiffs lost the legal battle outright, and did not appeal, their case sent a clear message: the elderly were strapped and the government—whether it be Congress or the executive branch—would have to step up to the plate with a workable solution soon.  Neither branch would be able to hide behind the HHS certification bottleneck for much longer. 



III. Federal Response
A. The Legislative Backdrop

1. Hatch-Waxman Act

To understand the current prescription drug price warfare fully requires turning back the clock to the 1980s.  Although the pharmaceutical industry hardly enjoyed the record profits that it enjoys today, issues of drug affordability and access still loomed large.  As today, there was much public concern about inadequate health care coverage, particularly as it affected the most vulnerable segments of the U.S. population: the elderly, the poor, the unemployed and the disabled.  At the time, many concerned citizens felt that the introduction of generic drug competition would lower prescription drug costs. See Jonathan P. Glazier, The Drug Pricing Controversy: A Review of Actions Taken by the Pharmaceutical Industry and the Federal and State Governments, 1 J. HEALTH & BIOMED. L. 163, 178 (2004).  Congress answered to the call, responding with the Drug Price Competition and Patent Term Restoration Act of 1984, also know as the Hatch-Waxman Act, so named for its sponsors, Senator Orin Hatch (R-Utah) and Representative Henry Waxman (D-California). See Drug Price Competition and Patent Term Restoration Act of 1984, Pub. L. No. 98-417, 98 Stat. 1585.  This landmark bipartisan bill originally aimed to create a healthy competition between generic drugs and brand-name pharmaceuticals. See James J. Wheaton, Generic Competition and Pharmaceutical Innovation: The Drug Price Competition and Patent Term Restoration Act of 1984, 35 Cath. U.L. Rev. 433, 444 (1986)  To help the faltering generic drug cottage industry, the bill reduced the hurdles needed for generics to gain FDA approval and expedited the approval process.  For example, under Hatch-Waxman, generic companies are exempt from conducting clinical trials proving safety and efficacy, on the justification that the brand-name drugs had already been proven safe and effective. See The Drug Price Competition and Patent Term Restoration Act of 1984 (Hatch-Waxman Act), Pub. L. No. 98-417, 98 Stat. 1585 (codified in relevant part at 21 U.S.C. § 355).  Instead, the generic producers would have to demonstrate to the FDA that the copies’ active ingredients contained the same chemical makeup as the brand-name pioneer drugs after which they were patterned. See 21 U.S.C. § 355 (2005).  Hatch-Waxman did indeed give generics the boost they needed, making up less than 20 percent of prescription drug sales in 1984 to approximately 50 percent now. See Generic Pharmaceuticals: Marketplace Access and Consumer Issues: Hearings on S. 812 Before the Subcomm. on Consumer Affairs, Foreign Commerce and Tourism of  the S. Comm. on Commerce, Science and Transportation, 107th Cong. (2002) (statement of Sen. John Breaux). However, the boost to generics is only one-half the story; Hatch-Waxman also provided a boon to the makers of brand-name drugs.
The enactment of Hatch-Waxman may be a lesson in the law of unintended consequences or it may be a lesson in the law of intended consequences designed to look unintended, at least according to the critics.  The Act has been excoriated for opening the door to a total pharmaceutical oligopoly.  While Hatch-Waxman did introduce generics into the market, it also extended the patent life for brand-name drugs in many different ways.  For instance, the patent term was extended because the patent life span starts running before the FDA even approves the drug.  Although the FDA has sped up the approval process since then, a pharmaceutical company could expect to lose seven years of patent protection while the company tests and seeks approval for the drug. See Thomas F. Poche, Note, The Clinical Trial Exemption from Patent Infringement: Judicial Interpretation of Section 271(e)(1), 74 B.U. L. Rev. 903, 912 (1994)  Other methods established for patent extension turned out to be easily manipulable by the pharmaceutical industry. See Glazier supra note 157 at 178.  In particular, the manufacturer of a brand-name drug would receive an automatic thirty month extension on the patent life if it sues a generic company for patent infringement, regardless of the merits of the case.  Big Pharma routinely files lawsuits, some bordering on frivolous, to take advantage of the thirty month delay, which can often translate into hundreds of millions of dollars in extra revenue during the intervening time. See The Truth About the Drug Companies at 181.  Subsequent amendments in the law have given Big Pharma additional boosts.  In 1994, Congress increased the patent life for prescription drugs from seventeen years after issuance to twenty years after filing.  Moreover, the Food and Drug Administration Modernization Act of 1997 gives brand-name drug manufacturers an additional six months of patent protection to test drugs in children. See The Food and Drug Administration Modernization Act of 1997, 21 U.S.C. § 355a; The Truth About Drug Companies at 182. This last provision has led to rather perverse incentives, with the pharmaceutical company testing drugs it would not otherwise test in children—like drugs that combat high blood pressure or ward off menstrual stress—because of the value of the additional six months of patent life. See id.  In 2002, the Federal Trade Commission (FTC) issued a report that detailed the pervasive abuses of Hatch-Waxman by the pharmaceutical industry.  See FTC Study, Generic Drug Entry: Prior to Patent Expiration, July 2001 at 4.  In particular, the report indicated that many pharmaceutical companies routinely exploit both the 180-day marketing exclusivity period and the thirty month extension to ward off the introduction of generic drugs. See id.  These abuses of the system may have allowed pharmaceutical companies to thwart generic competition and reap increasingly high profits, but as prices for drugs steadily climbed, public disapprobation against Big Pharma started brewing, and would eventually boil over into a debate about drug importation.

2. Prescription Drug Marketing Act of 1987

Restrictions on drug re-importation have been on the books for almost twenty years.  In fact, the stage was set for the current drug importation battle just four years after the passage of Hatch-Waxman.  Concerned about the proliferation of counterfeit drugs in the United States market, Congress sought to prohibit the entry of foreign pharmaceutical drugs into the United States. See Rx Pol’y Update, Ctr. on Drugs & Pub. Pol’y (Oct. 2001), available at http://www.pharmacy.umaryland.edu/cdpp/pdf/Rx%20Policy%20October%202001.pdf" http://www.pharmacy.umaryland.edu/cdpp/pdf/Rx%20Policy%20October%202001.pdf (last visited Mar. 7, 2006).  On April 22, 1988, the president signed into law the Prescription Drug Marketing Act of 1987 (PDMA).  Quite legitimately, the PDMA endeavored to stop the nascent counterfeit drug business, but it was hardly meant to staunch every form of drug importation. See Abraham N. Saiger, In Search of a Government that Will Govern: Senate Bill 812 and “Reimporting” Prescription Medication from Canada, 12 Elder L.J. 177, 196 (2004).  Using language that would plague later generations of future legislation, PDMA prohibited the importation of prescription drugs, even if manufactured in the United States, unless the original manufacturer imported the drug or the Secretary of Human and Health Services (HHS) approved of the importation. See id.  It was this last bit of language regarding the Secretary of HHS’s role in approving re-importation that would be resurrected in later legislation to hold up all efforts at drug importation, and serve as a particularly prickly thorn in the side of activists seeking to lower the price of prescription drugs.

3. MEDS, the Fallout and the Senatorial Response

Passed into law in 2000, the Medicine Equity and Drug Safety Act (MEDS) provided for a limited drug importation plan.  The Act allows re-importation of certain prescription drugs—those manufactured in America with FDA approval—on certain conditions.  Most importantly, the Act requires that the Secretary of the Health and Human Services makes a formal finding that such drugs would pose no safety risk to American consumers.  So far, both past Secretaries (Donna Shalala in the Clinton administration)and Tommy Thompson in the first George W. Bush Administration) and current Secretary Mike Leavitt have declined to make such certifications.
When it became clear that the MEDS certification requirement served not as a gateway to legalized drug importation, but as a roadblock, public sentiment quickly began to turn sour.   Caught between two important constituencies (elderly, vocal voters and the supremely wealthy and well-connected pharmaceutical industry), Congress had to take some decisive action to address drug importation.  In the summer of 2003, the House of Representatives quickly sprung into action with the Pharmaceutical Market Access Act of 2003 (H.R. 2427), a bipartisan bill introduced by Representatives Rahm Emanuel (D-Ill.) and Gil Gutknecht (R-Minn) and passed by the House on July 25, 2003 by a comfortable margin of 243 to 186. See Pharmaceutical Market Access Act of 2003, H.R. 2427, 108th Cong. (2003).  The proposed bill, an amendment to the MEDS Act of 2000, asserts that “Americans unjustly pay up to 1000 percent more to fill their prescriptions than consumers in other countries.” Id. at 2(1).  The findings section goes on to state magnanimously that an “unaffordable drug is neither safe nor effective.” Id. at 2(3). The amendment required immediate authorization of a drug importation program by the Secretary of the HHS, eliminating the safety certification requirement of MEDS. See id. at 4.  The bill required the Secretary of HHS to promulgate regulations allowing pharmacists, wholesalers and individuals to import prescription medicine into the United States.  Addressing safety concerns, the bill authorized the importation of FDA-approved drugs from only 25 countries, notably including Canada and EU member states on the list.  Any imported drugs would still need to comply with the approval, misbranding and adulteration provisions of sections 501, 502 and 505 of the FDCA. See id. at 4(2).
In its Cost Estimate, the Congressional Budget Office estimated that H.R. 2427, if passed into law would decrease domestic prescription drug expenditures by $40 billion, or about 1 percent of all drug expenditures in the U.S., over a nine-year period beginning in 2004.See Congressional Budget Office, Cost Estimate: The Pharmaceutical Market Access Act of 2003, available at http://www.cbo.gov/showdoc.cfm?index=4852&sequence=0 (last visited Mar. 15, 2006).  The CBO predicted that federal programs drug purchase reduction would be somewhat lower, about a half percent of federal expenditures on prescription drugs, since federal programs have already negotiated some of the lowest prices on the market. See id.  The bill, however, was destined never to leave the House.  Within mere hours after the bill’s passage in the House, fifty-three senators signed a letter opposing the Pharmaceutical Market Access Act of 2003.  Oddly enough, the Senate had passed a bill with many of the same characteristics just one year earlier. See Greater Access to Affordable Pharmaceuticals Act of 2001, S. 812, 107th Cong. (2002).  Senator Rick Santorum (R-Pa.) claimed to have originated the letter on the Senate Floor, but later admitted that PhRMA had actually circulated the memo among the senators. See Sheryl Gay Stolberg, Drug Lobby Pushed Letter by Senators on Medicare, N.Y. Times, July 30, 2003, at A15.  

4. Medicare Prescription Drug, Modernization and Improvement Act of 2003

Although the Pharmaceutical Market Access Act suffered a fatal blow on the Senate floor, the drug importation issue had hardly disappeared. In the fall of 2003, voters and political interest groups urged inclusion of a Canadian drug importation program as part of the Medicare prescription drug benefit.  Congress responded with the Medicare Prescription Drug, Modernization and Improvement Act of 2003 (MMA) signed into law by President George W. Bush on December 8, 2003. See Medicare Prescription Drug Improvement and Modernization Act of 2003, Pub. L. No. 108-173 (203).  Although the MMA was a dramatic piece of legislation aimed at overhauling Medicare in large part, the MMA—much to the dismay of drug importation advocates—did not ultimately contain any affirmative provisions that would allow drug importation from abroad.  Instead, Congress tried again to quell voters with another transparently half-hearted attempt by maintaining the safety certification requirement from the Secretary of HHS, again sounding the death knell for drug importation, at least for the time being. See id. at § 1122.  Before the Secretary can grant certification, the MMA imposes a gauntlet of safety precautions on pharmacists and wholesalers.  Drug importation is limited to Canadian exports, any company seeking to import drugs needs to provide a host of information about the dug—including the quality, quantity and tracking record of the drug, and the company must provide analogous paperwork from the foreign drug exporter.  While these precautions aim at providing safety, the net effect of these requirements along with the HHS certification essentially renders legalized commercial importation an unlikely event.  In a Dickensian twist, however, Congress invited the American public to “engage in an informed national public debate to make choices about the services they want covered, what health care coverage they want, and how they are willing to pay for coverage.” 42 U.S.C.S. § 299.  While this call for debate on how to improve the health care system may have simply been precatory, it at least leaves open the possibility for reconsideration of the drug importation issue.

5. The FDA Cracks Down on Commercial Importers

With the public outcry over prescription drugs, a cottage industry sprung up to sell prescription drugs online, U.S. law notwithstanding.  Faced with these flagrant violations of the FDCA, the FDA was not willing to sit back and let this gray market take root.  The most prominent example of government prosecution is the Rx Depot case.  A Tulsa, Oklahoma-based company, Rx Depot transacted sales of prescription drugs on-line between U.S. citizens and a Canadian partner pharmacy. See United States v. Rx Depot, Inc., 290 F. Supp. 2d 1238, 1240 (D. Okla. 2003).  Rx Depot delivered these Canadian-imported drugs to citizens in 26 states. Michael J. Rosenquist, U.S. v. RxDepot: The Battle Between Canadian Store-Front Companies, the FDA and Brand-Name Companies, 9 Marq. Intell. Prop. L. Rev. 423, 431 (2005)  Rx Depot was not the type of fly-by-night operation that advertises prescription drugs of dubious origin through bulk-emailing (aka Spam) that has gained such notoriety on the internet these days.  In contrast, Rx Depot operated an on-line pharmacy that required a customer’s prescription and medical history. Once that information was delivered to the partner pharmacy in Canada, a certified Canadian medical doctor would rewrite the prescription before the order was processed. See United States v. Rx Depot, Inc., 290 F. Supp. 2d 1238, 1240-41 (D. Okla. 2003)  Even with the air of quasi-legitimacy, the Rx Depot scheme ostensibly violated the FDCA and the FDA would call upon the courts to adjudicate the matter.
In March of 2003, the FDA sent a sternly-worded warning letter to Rx Depot asking the company to immediately take steps to cease all violations of the FDCA, as it was believed that Rx Depot was not only re-importing Canadian drugs in contravention of the FDCA, but also importing drugs that were wholly unapproved in the U.S. See Michael J. Rosenquist, U.S. v. RxDepot: The Battle Between Canadian Store-Front Companies, the FDA and Brand-Name Companies, 9 Marq. Intell. Prop. L. Rev. 423, 431 (2005)  In response, Rx Depot sent a reply letter disavowing any illegal activity on its part.  The two parties, Rx Depot and the FDA, engaged in a volley of letters back and forth with no resolution.  Finally, less than four months later, the United States government filed a lawsuit in the Northern District of Oklahoma averring numerous violations of the FDCA in its complaint.  The FDA petitioned for injunctive relief, as authorized under the FDCA.  The FDA had mountains of information that could prove that Rx Depot was, in fact, breaking the law.  Stating that imported drugs presents a health risk to consumers while acknowledging the higher cost of prescription drugs in the U.S. than abroad, the district court turned to the government’s request for an injunction, dismissing Rx Depot’s claim that the FDA’s selective prosecution of violators was unconstitutional. See Rx Depot, Inc., 290 F. Supp. 2d at 1247.  In its findings, the district court held that Rx Depot violated the FDCA “openly and notoriously” and granted the preliminary injunction until a full adjudication of the facts could take place. Id. at 1247.  The district court expressed that it was “not unsympathetic to the predicament faced by individuals who cannot afford their prescription drugs at U.S. prices” but found that defendants could sell cheaper drugs “only because they facilitate illegal activity determined by Congress to harm the public interest.” Id. at 1310.  
Naturally, Rx Depot appealed the district court’s decision.  While the appeal was pending, Rx Depot filed an emergency motion to stay the injunction. See id. at 1307.  In November 2003, the district court declined to grant an emergency plea to stay the preliminary injunction. See id. at 1310.  While Rx Depot had launched a media war in a local Tulsa newspaper article while the litigation was ongoing, it was quickly becoming apparent that Rx Depot was losing the court battle. Rx Depot’s co-founders filed an appeal in the Tenth Circuit, but eventually dropped the suit in 2004 to start a new business, a mail-order pharmacy that sells only FDA-approved drugs manufactured and distributed in the United States. Clayton Bellamy, Rx Depot Co-Founder Has New Online Venture (Sept. 2, 2004) available at
http://www.usatoday.com/tech/techinvestor/corporatenews/2004-09-02-rx-online-again_x.htm" http://www.usatoday.com/tech/techinvestor/corporatenews/2004-09-02-rx-online-again_x.htm (last visited Mar. 8. 2006).  The saga has not totally ended, however, as Rx Depot and the United States government found themselves locked into another dispute regarding the ability of the FDA to require disgorgement and restitution of Rx Depot’s profits.  In an interesting epilogue, the Tenth Circuit recently held that the U.S. government, under the FDCA, could seek disgorgement of Rx Depot’s profits. See United States v. Rx Depot, Inc., 2006 U.S. App. LEXIS 4173 (10th Cir. 2006) at *26.  The court found that the broad grant of power in the text of the statute did not preclude disgorgement as a remedy and that disgorgement advances the deterrence goals of the FDCA. See id. at *25-26.
After its victory against Rx Depot, the FDA turned its sights on Canada Care Drugs, Inc., which was a company previously affiliated with Rx Depot. Press Release, FDA Takes Action Against Company for Illegal Importation of Unapproved, Potentially Unsafe Drugs (Dec. 1, 2004), available at http://www.fda.gov/bbs/topics/news/2004/NEW01142.html" http://www.fda.gov/bbs/topics/news/2004/NEW01142.html (last visited Mar. 8, 2006).  After Rx Depot stopped operations permanently in August 2004, Canada Care continued to import drugs from Canada in violation of the FDCA, according to an FDA investigation. See id.  In a covert investigation, FDA agents attempted to purchase Sporanox and Neurontin, two FDA-approved drugs. See id.  Instead of Neurontin, the agents received APO-Gabapentin and Novo-Gabapentin—both unapproved by the FDA. See id.  The FDA filed a civil suit in the Southern District of New York in November 2004. See id.  The complaint went on to allege that, aside from the unapproved status of the drugs, the way the shipment of Sporanox was packaged further violated the FDCA.  Patients should take Sporanox for a week, and wait another three weeks before recommencing treatment. See id.  In the intervening time, patients are advised to meet with a doctor to determine whether to resume treatment.  Canada Care sent three weeks of Sporanox in one package, so that patients could have taken the entire treatment unsupervised, with an over-dosage leading to possible fatalities. See id.  Just over two weeks later, the Southern District of New York granted the FDA’s request for a preliminary injunction. See Press Release, Court Halts Illegal Importation of Prescription Drugs (Dec. 27. 2004), available at http://www.fda.gov/bbs/topics/ANSWERS/2004/ANS01337.html" http://www.fda.gov/bbs/topics/ANSWERS/2004/ANS01337.html (last visited Mar. 8, 2006).  In addition, the court ordered the company to send letters to customers informing them of the illegality and safety risks associated with drug importation. See id.
Since the Rx Depot case, other companies offering similar services have faced similar showdowns.  Shortly after the FDA targeted Rx Depot, the FDA issued a warning letter to CanaRx, the Ontario-base mail order company that supplies Canadian prescription drugs to many states and municipalities that have established drug importation programs. See Press Release, CanaRX Illegally Supplying Prescription Drugs; Company Violates U.S. Law, Puts Americans at Risk, Nov. 6, 2003, available at http://www.fda.gov/bbs/topics/NEWS/2003/NEW00973.html" http://www.fda.gov/bbs/topics/NEWS/2003/NEW00973.html (last visited Mar. 6, 2006).  FDA threatened to take legal action against CanaRx to prevent it from “continuing to profit through illegal actions that put the health of the American public at risk.”  David J. Horowitz, Director of Compliance of FDA, Warning Letter, Sept 16, 2003.  Both Springfield, MA and Boston were among the first to contract with CanaRx to provide imported drugs to city employees, retirees and their beneficiaries.  Despite all of the threatening “see you in court” language, the FDA has chosen not to file suit against CanaRx.  Notably, CanaRx also provides prescription drugs for the I-SaveRx program. See General Questions, CanaRx available at http://www.canarx.com/QandA_General.htm" http://www.canarx.com/QandA_General.htm (last visited Mar. 12, 2006) (“CanaRx is the sole and exclusive provider for the Illinois I-SaveRx program, which serves the States of Illinois, Kansas, Missouri, Vermont, and Wisconsin.”)  Instead of legal action, the FDA has taken a different route, seizing drugs shipped from CanaRx to I-SaveRx participants.  At one point in February 2005, the FDA seized over 25% of the CanaRx drugs destined to participants in Illinois, Wisconsin, Kansas, Vermont and Missouri.  See Kaiser Family Foundation supra note 109.  However, the FDA seizures may have become more symbolic, as evidenced by the underwhelming numbers.  In the first two weeks of February, 56 shipments were seized and that amount comprised just over one-quarter of all shipments sent. John Chase and Christi Parsons, U.S. Blocks Drugs Sent from Canada, Chi. Tribune, Mar. 10, 2005 at Zone C, 1.

6. A House Divided: HHS Task Force Explores Importation

Shortly after the Rx Depot debacle, the Department of Human Health Services formed a special task force to address drug importation, safety, cost and development issues. See Press Release, United States Department of Health & Human Services, HHS Names Members to Task Force on Drug Importation (Mar. 16, 2004), available at http://www.hhs.gov/news/press/2004pres/20040316.html" http://www.hhs.gov/news/press/2004pres/20040316.html (last visited Mar. 8, 2006).  The Secretary of HHS, Tommy Thompson, formed the task force in response to The Medicare Prescription Drug, Improvement and Modernization Act of 2003 (MMA), which directed HHS to investigate importation. See id.  The MMA charged HHS with a veritable laundry list of issues to study, including the security of the current pharmaceutical distribution chain, new technologies to identify counterfeit drugs, safety risks, cost concerns and intellectual property issues. See id.  Headed by Surgeon General Richard H. Carmona, who serves as chairman, the task force includes thirteen representatives from HHS, federal officials from other parts of the government and experts on drug safety. See id.  The task force held six listening sessions, one which was open to the public, and heard from over one-hundred presenters. See Report of the HHS Task Force on Drug Importation Before the Special Comm. on Aging U.S. Senate, 109th Cong. (2005) (statement of Richard H. Carmona, Surgeon General, U.S. Public Health Service, Dept. of HHS).  The task force met with a wide range of constituents, including consumer groups, the pharmaceutical industry, international experts, academics, health care purchasers and professional medical groups. See HHS Task Force on Drug Importation (Dec. 22, 2004), available at http://www.hhs.gov/importtaskforce/" http://www.hhs.gov/importtaskforce/ (last visited Mar. 6, 2006).  The task force issued a comprehensive report in December 2004, See Report of the HHS Task Force, supra note 215 at 1. and submitted testimony before the Special Committee on Aging in the United States Senate in January 2005. See id.  In its findings, the task force stressed the effectiveness of the current system, but acknowledged that changes must be adopted.  Stressing safety as a paramount concern, the report stated that the development of anti-counterfeiting technologies could serve a vital role in the future, but, until those technologies are fully developed and implemented, drug importation poses too great of a risk. See id. at 4.
The report’s findings effectively dashed any hope that the Secretary of HHS would certify as to the safety of imported drugs, making the report a win for the pharmaceutical industry, much to the dismay of drug importation activists.  Significantly, the report found that “overall national savings from legalized commercial importation will likely be a small percentage of total drug spending” and insinuated that the costs associated with developing such a program would more than outweigh the benefits. Id. at 5.  The report went a step further, claiming that drugs imported from abroad are not generally cheaper, and the public sentiment to that effect is a misconception.  In particular, the report found that foreigners pay fifty percent more on average for generics than do Americans.  Formulating a possible workable solution, the report stated that a greater use of generics could reduce drug prices more drastically than a drug importation program, noting that if HHS were to open the floodgates and allow drug importation, U.S. demand would most likely dwarf the foreign export supply anyway.  The report also sounded the more familiar warning bells, asserting that drug importation would negatively impact research and developing by the pharmaceutical industry, which would depress the development of new drugs.  The report also pointed to the legal implications of drug importation, raising concerns about liability and property right infringement.

7. The Future: FDA Lawsuits against States?

After its victory against Rx Depot, the question remains whether the FDA will prosecute city and state agencies that have implemented drug importation programs. Hubbard, the former Associate Commissioner for Policy and Planning, while he was in office, expressed hope that the FDA would not have to sue individual states, but left the possibility open, noting that “we may have to go to a judge at some point” to address state violations of federal law. Jim Ritter and Lynn Sweet, Illinois Opens Discount Pharmacy; Mail-Order Store Meant to Cut Drug Prices Could Draw FDA Lawsuit, Chi. Sun-Times, Oct. 5, 2004 at 18.  Despite several allusions to its possible willingness to use legal action to quell the states, the FDA has instead relied on threats, seizure and political pressure to force recalcitrant states to change their ways.  So far, the FDA’s attempts to halt drug importation have been met with scorn and continued resistance by states leaders.  Although Rx Depot may be out of the picture, CanaRx continues to provide prescription drugs for dozens of cities and states, including the participants of I-SaveRx.  The states seem relatively safe from legal action, since it seems unlikely that the FDA would want to trigger the inevitable political debacle that would result if it were to prosecute individual states or state agencies.
B. Pending Legislation

While drug importation has taken root in several states, the issue continues to heat up Congress, where congressmen have introduced numerous bills to legalize drug importation.  Despite the death of the Greater Access to Affordable Pharmaceuticals Act in the Senate and the death of the Pharmaceutical Market Access Act of 2003 in the past session of Congress, hope remains alive.  In February 2005, Senator Byron Dorgan, D-ND, introduced bipartisan legislation in conjunction with Olympia Snowe (R-ME), Charles Grassley (R-IA), Edward M. Kennedy (D-MA), John McCain (R-AZ), Debbie Stabenow (D-MI), Jim Jeffords (I-VT) and twenty-five other senators to combat the skyrocketing prices of prescription drugs. See Pharmaceutical Market Access and Drug Safety Act of 2005, S. 334, 109th Cong. (2005).  This pet project of Dorgan, the Pharmaceutical Market Access and Drug Safety Act of 2005, would amend the FDCA with respect to drug importation. See id.  The bill proposes to address the problem in two ways: first, the bill allows U.S. pharmacies and drug wholesales to import FDA-approved prescription drugs from a list of authorized countries. See id. § 804; These countries include Canada, Australia, the European Union, Japan, New Zealand and Switzerland.  Importation from Canada would start 90 days after the bill’s enactment, while importation from the rest of the countries would begin one year after the bill’s enactment.  Second, the bill would formalize and expand the FDA’s personal drug importation policy, by specifically authorizing individuals to use mail-order or internet-based pharmacies abroad to order small amount of drugs for their own personal use. See id.  To prevent a pharmaceutical industry end-run around these proposed changes, the bill would eliminate the HHS certification hurdle and require the FDA to implement importation regulations, paving the way for drug importation from abroad.  Importantly, the bill makes clear that the resale of imported prescription drugs in the United States does not constitute patent infringement.  See id. § 804(h).   To ensure safety, S. 334 authorizes a host of precaution: for example, pharmacies and wholesalers that import drugs will have to register with the FDA and allow the FDA to conduct random inspections. See id. § 804(b).  Furthermore, only drugs that can be traced through the distribution system back to an FDA-approved facility can be imported.  See id.   Additionally, the proposal envisions the use of anti-counterfeiting technology to detect unsafe drugs.  See id.   Finally, the bill purports to give the FDA the additional manpower and resources to carry out the goal of safety with respect to imported drugs. See id. Registrants must pay capped fees which will, in turn, finance the operation of the program.  (See http://dorgan.senate.gov/documents/issues/s334TwoPageSummary.pdf" http://dorgan.senate.gov/documents/issues/s334TwoPageSummary.pdf.)  Dorgan describes his bill as “a pro-competition, pro-free-market solution that will break the drug industry’s monopoly on drug pricing” leading to lower prices in the United States. Sen. Byron Dorgan, Pharmaceutical Market Access and Drug Safety Act, available at http://dorgan.senate.gov/issues/families/rx/" http://dorgan.senate.gov/issues/families/rx/ (last visited Mar. 8, 2006).  An identical bill, H.R. 700, sponsored by Representative Jo Ann Emerson (R-MO) was introduced into the House of Representatives on the same day in February of 2005. See Pharmaceutical Market Access and Drug Safety Act of 2005, H.R. 700, 109th Cong. (2005).
The legislation, which has passed in Committee, has not yet reached the Senate floor.  Skeptics claim that its chances of passing are slim. See Julius Melnitzer, Drug Imports Face Regulatory, Legislative Challenges, Corporate Legal Times, Dec. 2004, at 56.  In a clash that is decidedly partisan, supporters of the Dorgan Bill—including members of Dorgan’s own camp—have accused the Republican Senate leadership of taking dilatory tactics to stall the amendment. See Daniel B. Wood, A Plea to Lift Ban on Drug Imports, Christian Sci. Publ’g Soc’y, Jan. 16, 2006, at 2.  Barry Piatt, communications director for Senator Dorgan, has criticized the Republican leadership of “doing everything in their power to kill these bills.” Id.  
After months of frustration, Senator Dorgan has considered attaching his bill as a rider to a budget reconciliation measure.  Regardless of what happens to the bill in the Senate, President Bush has claimed that he would veto the bill.  
Other similar bills in the 109th Congress also attempt to legalize drug importation, but most have not left their respective committees yet, making the prospect that any one of them will become law somewhat dim.  Sen. David Vitter (R-LA) and Rep. Gil Gutknecht (R-MN) each introduced the similarly-named Pharmaceutical Market Access Act of 2005 in the senate and house respectively, around the same time Dorgan introduced his bill. See Pharmaceutical Market Access Act of 2005, S.109, 109th Cong. (2005); Pharmaceutical Market Access Act of 2005, H.R. 328, 109th Cong. (2005).  The Pharmaceutical Market Access Act proposes to amend the FDCA to require the Secretary of HHS to develop regulations allowing prescription drug importation from certain countries. See id.  In January 2005, just two weeks before Dorgan’s proposed bill, Senator Edward Kennedy (D-MA) introduced the Affordable Health Care Act, which would also require the Secretary of HHS to promulgate regulations that would allow importation of prescription drugs from select countries, but the bill has also not left the Committee on Finance. See The Affordable Health Care Act, S. 16, 109th Cong. (2005).
Senator Judd Gregg (R-NH) introduced a bill—the Safe IMPORT Act of 2005—that would also legalize importation of prescription drugs from Canada. See Safe IMPORT Act of 2005, S. 184, 109th Cong. (2005).  The bill has not yet made it out of the Committee on Health, Education, Labor, and Pensions.  The companion house bill, introduced by Rep. Jeb Bradley (R-NH), likewise had not made it out of the subcommittee on Health. See Safe IMPORT Act of 2005, H.R. 753, 109th Cong. (2005).  These bills proposed to amend the FDCA to allow individual importation of drugs from Canada, but do not include the non-discrimination provisions of the Dorgan-Snowe bill. See id.    The Safe IMPORT Act also limits the number of approved countries for importation, and would require further FDA certification for importation from Europe. See Senator Dorgan, Frequently Asked Questions, Pharmaceutical Market Access and Drug Safety Act (S.334) available at (http://dorgan.senate.gov/documents/issues/s334Faq.pdf" http://dorgan.senate.gov/documents/issues/s334Faq.pdf) (last visited Mar. 13, 2006).  Only FDA approved drugs would be covered and all importation would be limited to individual use.  Prospects seem similarly dim for two other bills that would legalize importation—the Prescription Drug Affordability Act of 2005 introduced by Rep. Stephen F. Lynch (D-MA) and the Prescription Drug Affordability Act  sponsored by Ron Paul (R-TX)—that have languished in the House for over a year. See The Prescription Drug Affordability Act of 2005, H.R. 563, 109th Cong. (2005); The Prescription Drug Affordability Act, H.R. 578, 109th Cong. (2005).
C. Foreign Response: Our Neighbors to the North Debate Drug Importation

The chain of importation is only as strong as its weakest link.  If Canada—either of its own volition or under duress from the pharmaceutical industry—shrinks the supply or bans outright the exportation of drugs to the U.S., the entire importation battle may have been for naught unless preventative measures are taken.  Canadian officials began to take steps to outlaw drug exportation in January 2005. See Conrad F. Meier, Canada Plans to Stop U.S. Drug Importation,  Health Care News , Mar. 4, 2005, available at http://info.insure.com/health/canadarxban.html" http://info.insure.com/health/canadarxban.html (last visited Mar. 8, 2006).  Ujjal Dosanjh, Canadian Liberal Health Minister, took a particularly active role in this effort, citing concerns that massive drug exportation would limit the supply of drugs available to Canadians.  In a speech he gave at Harvard University, Dosanjh reiterated that “Canada cannot be the drugstore for the United States.” Id.  Partly in response to I-SaveRx, the prescription drug program started by Illinois Governor Rod Blagojevich, Dosanjh sponsored a bill that would have banned most prescription drug exportation practices.  The bill never passed and, with the replacement of Dosanjh’s Liberal party with a new Conservative government, it seems likely that such proposals will die permanently. See Michelle Macafee, Online Pharmacists Hope to Make Fresh Start with new Tory Government, Canadian Press, Feb. 5, 2005, available at http://www.canada.com/topics/news/national/story.html?id=c0db4674-65d3-49b8-ac96-8d15bd36e46f&k=76241" http://www.canada.com/topics/news/national/story.html?id=c0db4674-65d3-49b8-ac96-8d15bd36e46f&k=76241 (last visited Mar. 8, 2006). 
Despite opposition fading away within the Canadian government, proponents of drug importation in the U.S. will continue to have to worry about efforts undertaken by drug companies to restrict the sale of drugs in Canada in response to rampant drug exportation to the U.S.  Heavy-hitters in the pharmaceutical industry, including Pfizer, Glaxo Smith Kline and Eli Lilly, among others, have taken steps to diminish the flow of drugs to Canadian pharmacies that export back to the U.S. See Frequently Asked Questions, Pharmaceutical Market Access and Drug Safety Act at 5, available at http://dorgan.senate.gov/documents/issues/s334Faq.pdf" http://dorgan.senate.gov/documents/issues/s334Faq.pdf (last visited Mar 8. 2006).  Some bills, like the Dorgan amendment, intend to address these coercive tactics by Big Pharma by deeming such actions as an “unfair and discriminatory practice” and subjecting violators to treble damages. Id.  It remains to be seen whether this bill will pass, with this latter provision of the Dorgan amendment having been criticized by economists. Richard Pilon, Drug Reimportation: The Free Market Solution, Policy Analysis, Aug. 4, 2004.  In the meantime, nothing stops the pharmaceutical industry from restricting the sale of drugs to Canada, as well as other countries that export drugs back to the U.S.

IV. Public Policy and Economic Analysis
A. Costs and Benefits

With all the heated rhetoric on both sides, it is easy to lose sight of the fact that blind outcome-oriented legislation will not always lead to the intended result.  A well-informed discussion about drug importation in the political arena, then, must include detailed analysis to determine the effects drug importation would have on future research and development (“R&D”).  Books have been written, studies have been conducted and papers have been drafted all purporting to explicate the effects a U.S. drug importation plan would have on research and development with results ranging from no or minimal effects on R&D at one extreme to the sky-is-falling apocalyptic predictions at the other extreme. To no one’s surprise, partisan inclinations tend to shape the assumptions and baselines used in these analyses.  Of course, these studies often lead to self-serving conclusions and outcomes that vary depending on the orientation of the organization conducting the study, calling to mind nineteenth century British politico Benjamin Disraeli’s famous quip about statistics. “There are three kinds of lies: lies, damned lies, and statistics.”  A quote by Gregg Easterbrook, American author and senior editor of The New Republic, also comes to mind here as well: “Torture numbers, and they'll confess to anything.”  Between these two extremes, however, some ostensibly objective work has been done to study the impact of drug importation and pharmaceutical price controls on R&D, leading to some resolution in a sea of uncertainty.  While this paper cannot hope to resolve this empirical enigma, it can highlight some of the critical disputes and debates in the field and present some tentative conclusions.
The overwhelming consensus among scholars, economists and researchers indicates that a U.S. drug importation program will invariably depress the pharmaceutical industry’s research and development expenditures.  In their paper What's at Stake in Pharmaceutical Reimportation: The Costs in Terms of Life Years, Lives, and Dollar, professors of finance Joseph H. Golec and John A. Vernon present the results of a sophisticated study the conducted to determine how much R&D expenditures would fall in response to drug importation and how much this decreased R&D will cost future generations in terms of forgone years of life. See Joseph H. Golec and John A. Vernon, What's at Stake in Pharmaceutical Reimportation: The Costs in Terms of Life Years, Lives, and Dollars, 16 J. Law. & Pub. Pol’y 135, 136 (2005).  Their research concludes that legalized drug importation in the United States would cause R&D expenditure to declined by somewhere between 23-32%. See id. at 143.  Other earlier studies using different empirical methods have corresponded with these results. See id.; Carmelo Giaccotto et al., Explaining Pharmaceutical R&D Growth Rates at the Industry Level: New Perspectives and Insights , AEI-Brookings Joint Ctr. For Reg. Stud., Related Publication 03-31, Dec, 2003, available at http://www.aei.brookings.org/admin/authorpdfs/page.php?id=312" http://www.aei.brookings.org/admin/authorpdfs/page.php?id=312 (last visited Mar. 8, 2006); John Vernon, Simulating the Impact of Price Regulation on Pharmaceutical Innovation, 1 Pharmaceutical Dev. & Reg. 55 (2003).  Discounting future spending on R&D, the results estimate a cumulative value of forgone R&D at $237 billion and—by translating lost R&D investment into lost life-years—the researches estimate that this equates to one million lost lives. Joseph H. Golec and John A. Vernon, supra note 251, at 145. (“Based upon a figure of $ 3,000 R&D per life year, the $ 237 billion in forgone R&D investment translates into 79 million life years lost. Using, for example, a life expectancy of 77.2 years in the United States for 2001 as reported by the Center for Disease Control, this cost translates into slightly more than one million lost lives.”).  The paper finally concludes, using a conservative R&D decrease estimate of 25% (conservative because it is on the lower band of the predicted 23-32% range predicted) and valuing a life-year at $100,000—that a “conservative estimate of the cost of reimportation is $7.9 trillion.” Id. at 146.  Of course, these numbers reflect numerous assumptions and subjective valuations (such as the value of a life-year), but the study gives a rough sketch of the magnitude of all cost—present and future—that a drug importation plan would have.  On the benefit side, a sobering study by the Congressional Budget Office, concluded that because “unique aspects of the prescription drug market would limit the additional volume of prescription drugs reaching the United States” that a U.S. plan allowing importation from abroad would “produce at most a modest reduction in prescription drug spending in the United States.” See Congressional Budget Office, Would Prescription Drug Importation Reduce U.S. Drug Spending?, Apr. 29, 2004, available at http://www.cbo.gov/showdoc.cfm?index=5406&sequence=0 (last visited Mar. 15, 2006).  
A common problem in the discourse about drug importation is the conflation of short term and long term effects.  Understandably, most politicians—both state and federal alike—tend to focus unduly on the short term gains while minimizing—or even brushing off altogether—the more long-term costs that R&D reduction would have both now and in the future.  Of course, whether one buys into the public choice theory of government or not, it makes sense that politicians, who value reelection highly—if not above all else—will discount future costs when short term gains will have the biggest positive impact on voters. Ronald A. Cass Et Al., Administrative Law, 9 (Aspen Publishers 4th Ed. 2002).  Reelection, after all, means survival in the political sphere.  The psychology and the frailties of human nature, in turn, dictates that everyone else, i.e., the voters, will likewise discount future costs when such costs are abstract, inchoate and hard to grasp.  This discount of the future also explains why it is often easier to attack the pharmaceutical industry for high profits, while overlooking the fact that in a market system these profits drive the R&D that in turn spins out new drugs.

B. Research and Development: An Economic Analysis

In a free market economy such as ours, profit motives will determine optimal capital allotment, risk taking by industry and investment in R&D.  John Calfee, drug policy researcher at the American Enterprise Institute, has been famously quoted many times over as saying “there is no substitute for the profit motive for inducing and guiding research.” Chad D. Silker, America’s New War On Drugs: Should The United States Legalize Prescription Drug Reimportation?, 31 J. Legis. 379 (2005) (quoting John E. Calfee, Prices, Markets, and the Pharmaceutical Revolution 46 (2000)); 31 J. Legis. 397.  Although some might find mere mention of the profit motive distasteful when discussing the development of new life-enhancing and life-saving drugs, drugs are still a good just like any other—and the industry that provides them responds to the same incentives and disincentives that generally makes the free market economy so efficient.  So, if the free market economy is so efficient, what is the problem?  Unlike markets for other goods, the pharmaceutical industry does not actually operate in a global free market because other countries’ governments impose price controls that artificially depress the price at which drugs are sold.  These price controls, in turn, distort the free market.  Since the American government does not impose price controls, Americans, for the most part, bear the cost of R&D.
As a result of this global system of price controls, Americans make up the shortfall for R&D by paying the highest prices for non-generic prescription drugs in the world.  Most countries operate under a socialized or quasi-socialized health care system, where a central agency negotiates with the pharmaceutical industries for lower prices through price controls. See Saiger, supra note 171, at 184; Cahoy, supra note 130, at 636.  In Canada, for example, a government agency aptly named the Patented Medicines Prices Review Board fixes drug prices based on a combination of a composite of the average price charged in certain other countries, the price of equivalent drugs sold in Canada and the Canada Consumer Price Index. See Jerry Stanton, Comment, Lesson for the United States from Foreign Price Controls on Pharmaceuticals, 16 Conn. J. Int’l L. 149 (2000); Rosenfield, supra note  \* MERGEFORMAT 129, at 1053.  If no trade restrictions existed on the importation and exportation of prescription drugs subject to these price controls, a global market would develop, pushing prices down in the United States and raising them for exporting countries who had negotiated for lower priced drugs. Cahoy, supra note  130.   In fact, supporters of drug importation advocate a system exactly as just described— where countries with access to lower-priced drugs due to government-imposed price controls (like Canada) would export those drugs to countries with higher-priced drugs (like the United States).  They have made “free trade” their rallying cry (after all, what could be more capitalist than free trade?), arguing that the restrictions on pharmaceutical drug imports and exports impede free trade and result in monopolistic price fixing.
While the current methods global pharmaceutical pricing certainly need to be addressed soon, most economists view drug importation as a myopic, short-term solution that would have deleterious effects on the supply and production of drugs.  In other words, these economists predict that the exchange of pharmaceutical drugs subject to country-specific price controls will hardly result in anything approximating free trade.  A system of free trade erected upon a heap of country-specific price controls is hardly “free” the way Adam Smith would have envisioned, nor is it sustainable since America presently serves as the lynchpin that keeps the pharmaceutical industry in business: in a world where other countries negotiate for drugs in a bilateral monopoly, importation of drugs from abroad will not lead to free trade, but, rather, will merely result in the importation of foreign price controls.  While the importation of foreign price controls will benefit Americans for a short period of time, economists point to the fact that a system of free importation will severely erode the pharmaceutical industry’s ability to function because the price controls abroad are often set at, or just slightly above, Big Pharma’s break-even point.  If all trade restrictions were dropped, Americans would have access to cheaper drugs temporarily, but a worldwide shortage would inevitably ensue as the pharmaceutical industry retracted supply in response to the lower prices.
Given these price controls abroad, the ability of the pharmaceutical industry to provide drugs to most other countries depends on its ability to engage in price discrimination by blocking the free flow of drugs across different borders. See Patricia M. Danzon & Adrian Towse, Differential Pricing for Pharmaceuticals: Reconciling Access, R&D and Patents, 3 Int’l J. Health Care Fin. & Econ. 183, 191-92 (2003); Christopher R. Stambaugh, Note, State Price Control Laws are the Wrong Prescription for the Problem of Unaffordable Drugs, 12 Fordham Intell. Prop. Media & Ent. L.J. 897, 911 (2002).  Because many foreign countries pay artificially low prices—ones that their governments have negotiated for with the pharmaceutical industry—Americans invariably end up footing the bill for the development of most drugs. See id. at 913.  In light of all the recent press about drug importation, Americans have just recently come to the maddening realization that they subsidize the cost of drugs sold in other countries.  Americans may find some solace in the fact that, although countries with government-imposed price controls may enjoy artificially cheaper prices for prescription drugs, these price controls distort the home country’s market, leading to artificially high prices for over-the-counter medications and generics, See Stanton, supra note 260, at 162. Saiger, supra note 171, at 211. as well as restricted access to new and varied drugs. See Patricia Danzon, Price Comparisons for Pharmaceuticals: A Review of U.S. and Cross-National Studies (1999) at 25.  Although often couched in humanitarian terms, these price controls are actually the product of a government agenda of protectionism for generics (which are often produced in the home country) at the expense of brand-name drugs (which are overwhelmingly produced by American manufacturers).  To give just one example, denizens of France and Italy, countries with strictly enforced price controls, pay 200% more for over-the-counter drugs than do Americans. See Stanton supra note 260, at 162; Saiger supra note 171 at 211. (“Although price controls may hold down the per-unit price of pharmaceutical medications, it appears that these controls tend to undermine competition and incentives for generics to enter new markets.”)  These schadenfreude impulses aside, many economists have suggested that a long-term solution to America’s high drug costs may require other countries to raise the prices they pay for drugs.  Although such a solution may sound politically unworkable at first blush, there may be several avenues the U.S. government can pursue to trigger market forces that will compel other countries (the ones that can afford to, at least) to raise their prices.
Somewhat paradoxically, one such avenue could involve lifting the U.S. importation ban.  At least one dyed-in-the-wool free trade proponent has suggested that allowing drug importation would generate enough market pressure to force our European and Canadian neighbors to pay more for drugs, rendering hard-line U.S. political pressure on foreign countries unnecessary.  While the traditional economic stance views drug importation as disruptive to free trade by importing foreign price controls, Roger Pilon, a legal scholar at the libertarian Cato Institute, believes lifting the ban on drug importation would actually grease the wheels of global free trade which would, in turn, drive wealthier foreign countries—countries whose ability-to-pay is comparable to the U.S—to relax their socialized medicine price controls. See Pilon, supra note 249.  Pilon discredits those who support drug importation as an ends to itself—he argues that price discrimination by the pharmaceutical industry is totally compatible with a free market economy. See id.  Rather, allowing the importation of cheaper drugs from foreign countries will solve the more insidious problem of entrenched price controls abroad by harnessing free market principles to reach drug price parity among countries with similar abilities to pay.  The argument goes like this: if U.S. citizens start importing less costly drugs from Europe and Canada, the pharmaceutical companies will either have to negotiate for resale restrictions on drugs sold abroad or, in the more likely event that such resale restrictions are unlawful or unenforceable, the pharmaceutical industry will restrict supply. See id.  Facing a shortage in drugs, foreign countries will eventually feel compelled to renegotiate with drug companies for higher prices if they hope to alleviate drug shortages. See id.  Although the argument is certainly controversial and the proposal would involve interim stages that many would find deplorable from a normative standpoint (temporary drug shortages in foreign countries, for example), the economics behind the argument are hard to discount entirely.  In addition, Pilon’s argument relies on the assumption that an unimpeded free market would respond quickly, so that drug shortages abroad would never materialize because prices would readjust quickly. This last point is certainly debatable.  Precisely because foreign countries employ centralized government imposed price controls, markets abroad would not be able to respond quickly enough to drug shortages as they would otherwise in a market free from price restrictions.  This assumption also ignores the fact that the market is often far from efficient and a variety of market failures (information and bargaining power asymmetries) may mean free market solutions cannot solve this problem entirely, without the aid of some direct regulation.  Of course, this last assumption certainly seems a little unrealistic outside of a zero-gravity Coasian world with no transaction costs or information asymmetries.
Other studies have suggested that allowing drug importation might not have any detrimental effect on the pharmaceutical industry’s profits.  Economist and game theorist Paul Pecorino created a game theory model to simulate what would happen if a free market home country—a country like the US, where a pharmaceutical company can charge a profit-maximizing price—could import cheaper drugs from a foreign country—a country where price had been set in a Nash bargaining game. See Paul Pecorino, Should the US Allow Prescription Drug Reimports from Canada?, 21 J. Health Econ. 699, 700 (2002).  Pecorino found that “allowing reimports back into the home country will cause the domestic monopolist to bargain harder in the Nash bargaining game. As a result, profits earned by the monopolist may not fall when reimports from the foreign country are allowed.”  Id.   In other words, when drug importation is allowed, the pharmaceutical company will bargain for higher prices that come closer to the foreign countries’ reservation price, and those higher prices may more than offset profits lost as a result of importation. Eventually, as Pilon suggests, prices level out across the importing and exporting countries.
Beyond the abstract world of game theory, a study by the Boston University School of Health finds that, at a certain point, allowing drug importation may actually increase drug companies’ profits, leading to an increase—rather than a decrease—in R&D expenditures. See Alan Sager. and Deborah Socolar, Do Drug Makers Lose Money on Canadian Imports?, Boston University School of Health (April 15, 2004) at 1.  The study is premised on the fact that, currently, many Americans cannot afford to fill their prescriptions. See id.  Allowing importation would open up this market of potential consumers who would otherwise be unable to fill their prescriptions.  Pharmaceutical companies would, in effect, trade off some price premium for increased volume of consumers. See id.  Based on several estimates and empirical studies, the Boston report concludes that “if 44.53 percent or more of the money spent for prescriptions bought by Americans in Canada is for new prescriptions, those not formerly purchased in the United States, the drug makers actually make more money when importation is allowed.” See id. at 8.  Naturally, one could question and probe the methodology that led to the 45% figure, See id. at 11. (The Boston study admits that the number of new prescriptions generated by drug importation cannot be determined definitively: “The split of drugs currently bought by Americans from Canada between new
prescriptions and replacement/old prescriptions is not known.”) but even taking it at face value, the percentage is somewhat staggering in that it would require almost half of all prescriptions bought abroad be prescriptions that would have otherwise remained unfilled at higher U.S. prices.  The number also might not reflect the fact that the pharmaceutically-disenfranchised, as it were, might not buy the same high-margin drugs as the folks who could afford U.S. prices, but choose to cut costs by purchasing drugs in Canada and elsewhere.
Although different empirical studies reach vastly differing conclusions, one thing remains certain: access to pharmaceutical drugs inevitably involves a series of difficult trade-offs, but the current state of affairs worldwide does not optimize the potential benefit that exists from making these trade-offs.  James C. Greenwood, president of the Biotechnology Industry Organization and former Congressman, describes these trade-offs as “an iron rectangle of four, often-conflicting policy objectives, which seem virtually impossible to achieve at the same time.” James C. Greenwood, Atlantic Partners Must Share the Costs of Medical Innovation, European Affairs (Winter/Spring 2005) at 1.  These four objectives are universal access to health care, quality, affordability and innovation. See id.  The trade-off among these four objects often turns out to be zero-sum, meaning that is impossible to expand one without contracting the other. See id.  Americans have excelled at quality and innovation, while Europe and Canada have led the way in universal access and affordability.  Price controls exacerbate the differences between these two models and, in many ways, lock in the current state of affairs—the use of price controls in Canada and Europe have lowered price drugs and made it possible to provide near-universal health care coverage, but the price controls have disrupted competitive forces that would otherwise lead to the introduction of more types of drugs and generics into those markets.  In turn, the presence of price controls abroad make it harder for Americans to achieve universal access or affordability because the United States has been left holding the bag in terms of R&D costs.  In many ways, European and Canadian price controls have not only imposed externalities on U.S. citizens, but they also lead to a lock-in effect that makes it more difficult for the United States government to take economically sound remedial efforts to lower prices domestically without upsetting the entire global prescription drug production.  Recognizing this intractable quandary, Greenwood and other interested parties in opposition to drug importation have called for the developed nations of the world to share in the cost of innovation in order to make achievement of these four objectives more of a global reality. See id at 4.

C. Out of Left Field: Criticism of the Profit Motive

So far, the above assessment of drug importation and its economics rests on an implicit assumption that drug companies actually spend as much as they claim on research and development.  Many skeptics have challenged Big Pharma’s slew of statistics, which the industry presents as ironclad proof that any decrease in prices will lead to a full-blown freeze on drug innovation.  In her award-winning exposé, The Truth About the Drug Companies: How They Deceive Us and What To Do About It, Dr. Marcia Angell presents evidence that sharply calls into question Big Pharma’s alleged research and development expenditures and chastises the industry for manipulating these numbers to engage in a “kind of blackmail” by scaring consumers into believing that if they do not pay up, they may “wake up one morning and find there are no more new drugs.” The Truth About Drug Companies at 37.  Angell, former editor-in-chief of The New England Journal of Medicine, refutes the $802 million number that the company throws out as the cost of R&D for each new drug—a number that was revised upward to a whopping $1.7 billion per drug based on a study done by a consulting firm. See id.  The $802 million number is based on 2000 dollars.
She accuses the industry of obfuscating the actual cost of R&D through a combination of deceptive tactics: by grouping marketing and promotional expenditures in with R&D expenditures, by refusing to disclose critical data to the public and by commissioning studies designed to present skewed results. See id. at. 38-45.  Using a crude estimate, Angell assesses the average R&D expenditures per drug as $265 million, with an after-tax cost of $175 million. See id. at 40.  Dr. Angell calculates these average R&D expenditure per drug, using data from 2000, by dividing the pharmaceutical industry’s total R&D expenditure in 2002 of $26 billion divided by the number of drugs, ninety-eight, that entered the market to reach $265 million. She adjusts the number downward to $175 million because R&D costs are deductible, using a corporate tax rate of 34%.  A more rigorous study performed by consumer advocacy organization Public Citizen examined drug costs for a period from 1994 to 2000 and found that after-tax costs for each drug approved was less than $100 million. See id. at 40.  Disputes aside, Angell fundamentally targets the underpinning beneath the much talked-about numbers, arguing that high R&D expenditures may indicate economic inefficiency in creating certain drugs, rather than a value-adding prerequisite in their development. See id. at 47.  As proof, she points to the fact that as “the number of new drugs has been declining…so has their quality. Yet R&D expenditures have been getting higher.”  Id. at 47.  In fact, a large part of her book is devoted to demonstrating that most drugs developed in the last decade are hardly cutting edge life-saving drugs.  Rather she questions the widely-held belief that modern-day “life-saving” “wonder drugs” are really providing “miracle cures” after all, pointing to the fact that most new drugs on the market fall into one of two categories: either they are lifestyle drugs (drugs aimed at chronic malaises or cosmetic conditions like erectile dysfunction, testosterone deficiency, pre-menstrual syndrome, social anxiety disorder, heartburn and the like) or these new drugs are “me-too” drugs (medicines manufactured with only slight variations on blockbuster drugs whose patents have run out, these new drugs are often no more—or even less—efficacious that their predecessors and their sales are owed largely to massive direct-to-consumer advertising campaigns; for example, Nexium, Clarinex and the slew of cholesterol-lowering copycats created in the wake of Mevacor’s success). See id. at 86-88; 74-81.  Angell dismisses the claim that lower prices would cut into R&D investment, arguing that the industry “could easily finance its R&D out of its sales” and lambasting the pharmaceutical industry for focusing on profit maximization for shareholders instead of its responsibility to the public.
Other critics have leveled similar attacks against the pharmaceutical industry.  In addressing the one million dollar (or, more appropriately, the $802 million or the $1.7 billion) question on R&D, critics have pointed to the fact that the pharmaceutical industry spends an ample, even unseemly, amount of money on direct-to-consumer advertising and doctor “education” that often amounts to little more than a promotional and marketing extravaganza complete with lavish dinners and vacations.
Despite the book’s reliance on some economic assessment that would hardly hold up with a circle of economists, The Truth About Drug Companies is important for a variety of reasons other than the economic analysis that lies beneath it.  The book not only crystallizes the American public’s sentiment—namely, that Americans are fed up with the pharmaceutical industry and high prices—but also, as a New York Times business best-seller, it has perhaps galvanized its readership as well.  At any rate, Angell’s book provides an alternative perspective from that of the free market economists, whose arguments rely on a zero transaction cost, perfectly efficient, frictionless world that may not actually exist beyond the theoretical ether.  Numerous market failures—include information asymmetries and huge transaction costs—may necessitate legislation, since the market may function imperfectly, even with the removal of price controls across the globe (if such a thing were possible in the first place). Certainly, The Truth About Drug Companies uses crude mathematical analysis (the author admits as much in her book) and makes economic predictions about the resilience of R&D expenditures that most economists would dispute.  Nevertheless, Angell’s book also raises the interesting question that pharmaceutical companies—while certainly not the “welfare agencies” that Pilon accuses low price advocates of conspiring to turn them into—may be somewhat beholden to the American public, not just for the fact that prescription drugs are public goods, but because the U.S. government bestows upon the industry a veritable cornucopia of regulatory goodies, including government subsidies, favorable tax treatment and patent-extending legislation.  Naturally, such a populist sentiment hardly negates the economic reality that deviations from a free market system will inexorably lead to trade-offs in terms of supply and R&D expenditure.

D. Safety: More than Lip Service?

Somewhat unexpectedly, the issue of foreign prescription drug safety has taken a backseat as proponents have focused on price.  In fact, proponents of drug importation almost seem to presuppose the safety of drugs imported from Canada, the United Kingdom and other industrialized countries.  For its part, the federal government has repeated the s-word so often without further explanation in letters to state officials that “safety” has threatened to become an overused buzzword, a mindless mantra that the federal government hums without meaning or force.  The safety issue has not simply been rendered moot, but the issue often gets lost in the rhetoric.  FDA officials have touted the current “closed system” as the only way to ensure that prescription drugs meet the U.S. safety “gold standard,” since drugs from other countries are subject to standards and regulations outside of the FDA’s purview. See Meadows supra note  \* MERGEFORMAT 9.  Joe McCallion, a consumer safety officer in the FDA’s Office of Regulatory Affairs, puts it fairly succinctly: “If you buy drugs that come from outside the U.S., the FDA doesn’t know what you’re getting, which means safety can’t be assured.” Id.  The FDA has steadfastly maintained that it cannot ensure the safety of drugs from Canada, raising the concern that drugs ostensibly exported from Canada may, in fact, have originated from another country.  The FDA has long claimed that U.S. consumers must beware when ordering supposedly “Canadian” drugs on-line or over the phone as many of these drugs actually come from developing countries with weak—or no—safety controls.  A recent FDA investigation—aptly dubbed “Operation Bait and Switch”—confirms these suspicious, finding that an alarmingly high 85% of prescription drugs touted as “Canadian” actually came from twenty-seven other countries around the globe or, worse, were counterfeit. See Press Release, FDA Operation Reveals Many Drugs Promoted as “Canadian”  Products Really Originate From Other Countries, Dec. 16, 2005, available at http://www.fda.gov/bbs/topics/NEWS/2005/NEW01277.html" http://www.fda.gov/bbs/topics/NEWS/2005/NEW01277.html (last visited Mar. 13, 2006) (These numbers come from a rather unscientific sampling of prescription drugs seized from JKF airport in New York, Miami International Airport and Los Angeles International Airport, but they do illustrate the prevalence of mislabeled prescription medicines masquerading as bona fide Canadian drugs .)  Dr. Andrew von Eschenbach, Acting FDA Commissioner, reports: “These results make clear there are Internet sites that claim to be ‘Canadian’ that, in fact, are peddling drugs of dubious origin, safety, and efficacy.” Id.  Although the FDA findings do not call into question the safety of legitimate Canadian drugs, the investigation should raise a red flag for U.S. consumers who believe they are ordering “safe” prescription medications from Canadian pharmacies but are unwittingly receiving drugs from elsewhere around the world.
While anecdotes on the dangers of drug importation have focused on drugs imported from countries with less-developed regulatory regimes, like Mexico, the FDA has steadfastly maintained that it cannot ensure the safety of drugs even when they legitimately come from Canada. See id.  First and foremost, Canada not only lacks resources to inspect U.S.-bound exports, but the country also lacks statutory authority to inspect these goods. See National Association of Board of Pharmacy, Letter to FDA, Re: Prescription Drug Importation: Requests for Public Comment, available at http://www.fda.gov/ohrms/dockets/dockets/04n0115/04n-0115-c000028-01-vol19.pdf" http://www.fda.gov/ohrms/dockets/dockets/04n0115/04n-0115-c000028-01-vol19.pdf (last visited Mar. 29, 2006). (“Although Health Canada prohibits the import of drugs for dispensing to Canadian patients, it does not prohibit or regulate the import of drugs for export to American patients. The regulatory void and breach of the safety net for American patients is significant and unknown to the overwhelming majority of patients ordering drugs from Canadian pharmacies.”)  However one might feel about the overall safety and comprehensiveness of Canadian oversight and regulation of prescription drugs, that oversight does not extend to drugs exported to the United States. See HHS Report supra note 113 at 74.  On the flip side, the FDA for its part does not have statutory authority to approve drugs in Canada. See Meadows supra note  \* MERGEFORMAT 9.  This double-sided oversight vacuum creates a black hole where a drug can travel from Canada to the United State without ever facing regulatory scrutiny from either Health Canada or the FDA.  When the FDA has decided to investigate Canadian drugs, however, the results have not always been reassuring.  FDA investigations of Rx Depot, a company that exports drugs from Canada to the United States, found numerous violations. Randall W. Lutter, Letter to Douglas M. Duncan (Nov. 8, 2005), available at http://www.fda.gov/oc/opacom/hottopics/importdrugs/duncan110805.html" http://www.fda.gov/oc/opacom/hottopics/importdrugs/duncan110805.html (last visited Mar. 9, 2006).  For example, undercover agents ordered Serzone, an FDA-approved drug for the treatment of depression, but instead received shipment of an unapproved version of Serzone, APO-Nefazodone. See Rx Depot, Inc., 290 F. Supp. 2d at 1243; Lutter supra 299.  In another instance, investigators were also able to order more anti-depressant pills than their prescription allowed and that warning label failed to mention certain critical side effects. See Rx Depot, Inc., 290 F. Supp. 2d at 1243.  Under the current regime, the FDA will not view drugs as “safe” on an ad hoc basis; rather, the agency assumes that any drug imported illegally, in violation of the FDCA, is presumptively illegal.  The FDA has indicated that as scientists further develop the technology, anti-counterfeiting technology could render the safety issue largely moot in the future. See HHS Report, supra note 113 at 46.
Naturally, the pharmaceutical industry lobbyists have had a field day with the safety issue.  Although the industry has raised many legitimate concerns, it has not shied away from employing scare tactics and using overheated rhetoric to describe imported drugs. In testimony to the HHS Importation Task Force, pharmaceutical lobbyist organization BIO argued that “snipping the threads of the drug distribution safety net will invite further corruption and dishonesty.” (available at http://www.hhs.gov/importtaskforce/session3/presentations/BIO.doc" http://www.hhs.gov/importtaskforce/session3/presentations/BIO.doc) (last visited Mar. 9, 2006).  At public hearing before the HHS drug importation task force, John Dempsey, an executive director of trade relations and brand security for Ortho Biotech Products argued that “legislative proposals that would throw open our borders to drugs that vary in any way to FDA approved drugs…would simply enable counterfeiters to contaminate our drug supply earlier in the process.” Stakeholder Meeting, Industry: Development & Distribution: Session Before the HHS Task Force on Drug Importation (April 5, 2004) (statement of John Dempsey, Executive Director of Trade Relations and Brand Security for Ortho Biotech, Johnson & Johnson)  At the same hearing, Gordon Johnston, representing the Generic Pharmaceutical Association, echoed the same sentiment when he said that as long as drugs are imported without FDA approval, “the nation’s drug supply is vulnerable to the influx of inferior and/or potentially dangerous medications.” Id. (statement of Gordon Johnston, Vice President of Regulatory Affairs for GPhA, Generic Pharmaceutical Association)  Even the nascent anti-counterfeiting technology has not been shielded from attack, with PhRMA announcing that such technology “is not a silver bullet” to counterfeiting concerns. PhRMA, Anti-Counterfeiting Technology is Not a Silver Bullet (2006), available at http://www.phrma.org/index.php?option=com_content&task=view&id=455&Itemid=120" http://www.phrma.org/index.php?option=com_content&task=view&id=455&Itemid=120 (last visited Mar. 9, 2006).
Of course, the safety issue exists, and even state officials with drug importation programs have paid more than mere lip service to the safety issues associated with drug importation.  I-SaveRx, RxConnect and RIMeds only provide drug importation channels to foreign pharmacies that have undergone rigorous safety inspections. See I-SaveRx, Frequently Asked Questions: General Questions, available at http://www.i-saverx.net/general.htm" http://www.i-saverx.net/general.htm (last visited Mar. 9, 2006); State of Minn, RxConnect, Pharmacy Screening Criteria, available at http://www.state.mn.us/portal/mn/jsp/content.do?agency=Rx&action=content&contenttype=EDITORIAL&contentkey=Pharmacy_screening_criteria_122903025151" http://www.state.mn.us/portal/mn/jsp/content.do?agency=Rx&action=content&contenttype=EDITORIAL&contentkey=Pharmacy_screening_criteria_122903025151 (last visited Mar. 9, 2006); RIMeds,  Safety and Quality Insurance available at http://www.rimeds.com/Safety.htm" http://www.rimeds.com/Safety.htm  (last visited Mar. 9, 2006).  Some outspoken high-level critics, however, have questioned U.S. supremacy in drug approval, challenging the assumption that FDA oversight is really the “gold standard” in safety.  Illinois governor Blagojevich, who has become a vocal foe of the FDA in the drug importation battle, has claimed that certain other countries have regulations even more stringent than the U.S.  Blagojevich has even been quoted as saying, “Frankly, I don’t think our safeguards are as good as other countries.” Barry supra note 67.  Despite those strong sentiments, I-SaveRx, established by Blagojevich, still adopts very strict screening standards for importation, proving again that even the state governments do not feel comfortable importing drugs from abroad without some U.S. inspection and oversight. See id.

E. Why Canada?  How Our Friendly Neighbor to the North Got Caught in the U.S. Prescription Drug Vortex

With price controls in effect in countries across the globe, including the industrialized countries of the European Union, pharmacies in numerous countries could potentially supply American citizens with cheaper prescription drugs.  Nevertheless, the debate about drug importation has almost singularly focused on Canada and all things Canadian.  In fact, simply typing the words “cheap drugs” into the popular search engine Google yields numerous sites, both sponsored and unsponsored, touting what purports to be Canadian drugs.  A discussion about drug importation ineluctably centers on drugs from Canada.  What has thrust Canada, with her supply of cheap prescription drugs, into the lead role as the prescription drug debate unfolds?  First of all, Canada’s proximity to the U.S.—our “friendly neighbor to the North”—breeds a sense of comfortable familiarity with most U.S. citizens.  With ninety percent of Canadians living within 100 miles of the U.S. border See generally Mary-Liz Shaw, U.S. and Canada: Holding the Line, Milwaukee J. Sentinel, Mar. 9, 2002, available at http://www2.jsonline.com/news/nat/mar02/26093.asp" http://www2.jsonline.com/news/nat/mar02/26093.asp (last visited Mar. 30, 2006)., Canada often seem more like a fifty-first state than an entirely different country.  In contrast, countries in the EU, Australia and New Zealand are separated by thousands of miles of ocean.  Many American citizens understandably view these countries as more “foreign” than Canada, making their healthcare regulatory systems more opaque.  In contrast, many Americans—including several outspoken political leaders—believe that the Canadian prescription drug supply is just as safe and that Canadian regulatory agencies are comparable to the FDA. See Sanders: Canadian Meds Just as Safe as US Drugs, Sarasota Herald Trib., Aug. 3, 2003, available at http://bernie.house.gov/documents/articles/20030804115343.asp" http://bernie.house.gov/documents/articles/20030804115343.asp (“Earlier this year, at [Congressman Bernie] Sanders’ request, the Congressional Research Service produced a study comparing the U.S. and Canadian systems of distributing presecription drugs. The findings: The two systems are virtually identical.”)  The lack of a language barrier in Canada also allays concerns about safety.  Americans might be less comfortable with regulatory systems in non-English speaking countries.  Part of this phenomenon may be explained by xenophobia and part of it may be explained by simple lack of understanding of what goes on in these countries.
In the past, state and federal legislation has aimed almost unilaterally on legalizing drug importation from Canada.  The twin evils of inadministrability and liability explain the focus on Canadian prescription drugs.  First of all, investigating the drug regulatory system of another country is a fairly time-intensive exercise.  With its proximity to the U.S. and its closely related economy, legislators already began with a large base of knowledge about the inner-workings of the Canadian government when the first wave of legislators proposed importation.  Since then, numerous studies have investigated the safety and efficacy of the Canadian regulatory system. See generally Kamath supra note 97. Now that the work has already been done, Canada has become a given for legislators who can avoid reinventing the wheel.  On the state level, in particular, the threat of liability may play an issue.  The more hands-on state drug importation programs have sent delegations to inspect Canadian pharmacies and conducted investigations. See generally I-SaveRx available at http://www.i-saverx.net/" http://www.i-saverx.net/ (last visited Mar. 31, 2006); See Goodno supra note 115 at 826 (Describing Minnesotan state officials visits to Canadian pharmacies).  With limited resources, money and time, state legislators cannot possibility inspect every country that could potentially provide safe and affordable prescription drugs.  It makes good fiscal sense to legalize drugs from a country that can be, relatively-speaking, easily and quickly inspected for safety assurances.
As it has become increasingly apparent that Canada simply cannot fully meet the unbridled demands of a U.S. market, however, political leaders have looked to opening up markets elsewhere.  For example, Senator Dorgan’s Pharmaceutical Market Access and Drug Safety Act of 2005 proposes legalized drug importation by U.S. pharmacies and wholesalers. See Pharmaceutical Market Access and Drug Safety Act of 2005, S. 334, 109th Cong. (2005).  Although the bill authorizes drug importation from over 20 countries, importation from Canada would commence 90 days after the bill passed into law, while importation from the rest of the countries—including Australia, the European Union, Japan, New Zealand and Switzerland—would start one year after the bill’s enactment. See id. § 804.  Other pending legislation also aims to legalize drug importation from a similar list of countries.  Although most state programs still limit state-sponsored drug importation to Canadian products, some of the more ambitious state programs have expanded to other countries as well.  For example, Minnesota’s RxConnect recently added U.K. pharmacies to a list that previously only included pharmacies from Canada. See RxConnect, Order Your Medicine from Canada or the U.K., available at http://www.state.mn.us/portal/mn/jsp/content.do?id=-536885395&agency=Rx" http://www.state.mn.us/portal/mn/jsp/content.do?id=-536885395&agency=Rx (last visited Mar. 31, 2006).  Similarly, Rhode Island’s RIMeds allows citizens to purchase discounted drugs from approved pharmacies in both Canada and the U.K. See RIMeds, General Questions, available at http://www.rimeds.com/QandA_General.htm" http://www.rimeds.com/QandA_General.htm (last visited Mar. 31, 2006).  In addition to importations from Canada, Ireland and the U.K, I-SaveRx recently extended the program to include drugs from Australia and New Zealand amid great fanfare and publicity. See Press Release, Governor Blagojevich and Partners in I-SaveRx Drug Importation Program Announce Major Supply Expansion supra  note 107.  While sheer economics may force the architects of drug importation to turn to countries beyond Canada to meet U.S. prescription drug needs, importation from Canada remains the holy grail for those who seek reform of prescription drug prices in the U.S.

F. A Grey-Haired David vs. Goliath Story:  The Media Response

Not surprisingly, the media has sided with those who support drug importation. Reflecting many newspapers’ populist leanings, the grassroots mobilization for drug importation among the elderly has caught the media’s imagination and love of a good story.  Moreover, covering the drug importation issue from the AARP perspective just makes good journalism because the sympathetic stories tug at the heartstrings: in the sunset of their lives, senior citizens don the mantle of civil disobedience against bad government policies while also challenging one of the most powerful private industries in the United States.  Article after article depicts the hardship of uninsured or fixed-income senior citizens who forgo dinner, splice pills in half or under-treat illnesses in order to afford their medical prescription drug bills.  To make a sympathetic story even more compelling, newspaper photographers snap images of determined senior citizens, on a prescription drug crusade, boarding buses bound for Canada.  Governors and senators who support drug importation and implement programs are portrayed as heroes who have responded to the needs of their most vulnerable citizens, especially when the coverage comes from the local media, violations of the federal law notwithstanding.  Senators and Representatives who have delayed drug importation legislation in Congress come across as shifty and snake-eyed.  Because the demand-supply economics behind drug importation is often very theoretical—and almost incomprehensible to those without advanced degrees in economics—the flip side to this story is rarely scratched by the popular media.  More scholarly journals, written by professors of finance and PhDs, tackle the issues of research and development with a level of granularity that a popular newspaper or television show simply could not. 
If senior citizens are the unsung heroes in this story, the pharmaceutical industry might as well be Satan in comparison.  In recent years, the industry’s public image has taken a severe public flogging as critics have accused Big Pharma of willing to play dice with the health—and lives—of millions just to pad their bottom lines with a few extra zeroes.  The industry is depicted as merely greedy on a good day—the rest of the time critics assail the industry for engaging in all kinds of fraudulent, illicit and even criminal behavior ranging from the promotion of drugs that pose proven safety risks to conspiracy to committing crimes against humanity for the suppression of alternative homeopathic drugs. See News Target, Pharmaceutical Industry Accused of Crimes Against Humanity Before the ICC in the Hague, Aug. 19, 2004, available at (http://www.newstarget.com/001955.html" http://www.newstarget.com/001955.html) (last visited Mar. 13, 2006).  Even Hollywood has gotten in on the act with The Constant Gardener, the Oscar Award-winning screen adaptation of the novel by John le Carré, which tells the sordid tale of American pharmaceutical companies’ conspiracy to test experimental drugs on impoverished Africans and their willingness kill to in order to keep their crimes secret.  While the movie presented a fictionalized story, it definitely left the viewing public with the impression that much of the dramatization may be based on actual practices by the pharmaceutical industry. In a note at the end of the novel, le Carré notes that “As my journey through the pharmaceutical jungle progressed, I came to realize that, by comparison with the reality, my story was as tame as a holiday postcard.”  In fact, a recent Kaiser Family Foundation study found that 50% of respondents had an unfavorable view of the pharmaceutical industry, putting the industry ahead of oil and tobacco companies but behind hospitals, airlines and banks. See Kaiser HealthPoll Report, Views on the Pharmaceutical Industry, Jan.-Feb 2005, available at http://www.kff.org/healthpollreport/feb_2005/upload/full_report.pdf" http://www.kff.org/healthpollreport/feb_2005/upload/full_report.pdf (last visited Mar. 13, 2006) at 1.  Furthermore, almost 70% of respondents blamed the pharmaceutical industry’s profits on rising drug costs. See id.  Perhaps most tellingly, an overwhelming number of adults support drug importation (75%), with most of those adults (70%) expressing doubt that legalized drug importation would diminish R&D expenditures. See id. at 20.

G. The War of Attrition: Is the Fed vs. State Battle Grinding to a Halt?

Despite all of the turmoil over drug importation, some observers sense that the battle between the states and the federal government may be in cool down mode.  Although neither side has changed its stance, some believe that other political developments may make this issue increasingly less important in the public eye.  For example, in 2003, Congress passed into law the MMA—a piece of landmark legislation that overhauled Medicare to provide the first new comprehensive prescription drug benefit for senior citizens—which may drain the demand for foreign drugs. Still others argue that the state-run drug importation portals never attracted the type of widespread usage originally envisioned. See Daniel C. Vock, Rx Import Sites Fizzle as Medicare Expands, Stateline.org, Feb. 23, 2006, available at http://www.stateline.org/live/ViewPage.action?siteNodeId=137&languageId=1&contentId=90695" http://www.stateline.org/live/ViewPage.action?siteNodeId=137&languageId=1&contentId=90695 (last visited Mar. 9, 2006).  When Gov. Tim Pawlenty unveiled RxConnect, he predicted that 700,000 Minnesota residents would use the website. See id.  In 2005, only 10,054 prescriptions had been filled and, given repeat orders, the number of unique users is actually lower. See id.  The vigor for state-federal clash may have evaporated as both sides have realized that the courts provide no real recourse.  On the state and local side, courts have been universally unreceptive to claims aimed to lift the federal prohibition on drug importation or compel certification from the Secretary of HHS.  Despite all of its head-banging, the federal government has yet to file suit against a state or local government. See id.  Given the delicate relationships between Congressmen, state leaders, and their support bases, as well as the resulting political fallout that would ensue from such litigation, it seems unlikely that the federal government will file suit against the states anytime soon.  Instead, the federal government may continue to act like the exasperated parent trying to discipline rebellious teenage children, preferring simply to administer stern (if somewhat ineffective) verbal admonitions while letting the misbehavior run its course as the kids lose steam.  Although the state-run portals may not have been the resounding success as once expected, millions of citizens continue to purchase drugs from Canada and elsewhere, either by traveling to a foreign pharmacy or ordering the prescription drugs over the phone or on the internet.  In this current 108th Congress alone, a half-dozen drug importation bills sit, percolating.  In the meantime, both Congressmen and state officials grow red-faced as they discuss whether drug importation should or should not be legalized.  As long as the practice of drug importation remains widespread, the price of prescription drugs remains high, and senior citizens remain unhappy, the problem will not simply fade quietly into the night.  On the federalism front, however, the vitriol may have damped somewhat.  Indeed it remains to be seen whether the drug importation battle may have gone from “the shot heard ‘round the world” to a war that will end “not with a bang but a whimper.” The first quote comes from Ralph Waldo Emerson’s famous poem Concord Hymn retelling the story of the start of the American Revolution at Lexington and Concord.  The second phrase is borrowed from poet T.S. Elliot’s oft-quoted The Hollow Men, a poem that evokes the sense of desperation that plagued Americans and Europeans alike in the aftermath of World War I.


V. Conclusion: A Tentative Solution to an Intractable Problem

While early signs may indicate that the political federalism tension has waned somewhat, the infinitely more human issue of affordable medicine has not been dampen in the slightest.  The American public continues to perceive the price of health care in general and prescription medicine in particular on an upward trajectory with no governmental counterbalance to keep cost in check.  In the last two decades, these forces have rendered health care and prescription drugs precipitously expensive for most—and even unaffordable for large segments of society.  The MMA, which is currently being implemented, envisions sweeping change in elder health care, overhauling large parts of Medicare to provide comprehensive drug benefits to seniors.  So far early reactions to the MMA experiment have ranged from confusion to disappointment, with many seniors finding the enrollment process a bewildering experience. See Jeffrey Krasner, US Health Chief Says Drug Plan Woes Easing; Leavitt Aims to Shore up Support in Visit to State, Boston Globe, Jan. 26, 2006, at D2. (“The plan has caused confusion for seniors, mountains of work for pharmacists, and panic for many who have been unable to get prescriptions filled quickly.”)   Popular press has reiterated this sentiment, describing drug coverage as “incomplete and complex....expensive and wasteful” David Blumenthal and James Morone, Waiting for Another L. B. J., N.Y. Times, July. 30, 2005, at A1 pg. 15.  Only time will tell if the MMA can deliver on its promise to provide affordable prescription drugs to seniors.  In the meantime, the problem of high prescription drug prices has hardly disappeared, which means that drug importation will continue to pique the interest of senior citizens, local lawmakers and Congress.  In this current Congressional session alone, Congressmen have introduced four bills in the Senate and five bills in the House proposing to legalize drug importation.  The issue of drug importation, clearly, has a grip on the public psyche as a potential solution—however interim—to America’s health care problems.
Unfortunately, the most authoritative economic studies have shown that drug importation is not a long-term viable option.  At best, drug importation can serve as a band-aid solution to America’s rising drug costs and, at worst, drug importation could disrupt the supply of prescription drugs in this country in the short-term and even lead to sub-optimal levels of drug innovation that might be felt by future generations in the long-term.  Yet, the problems of access and affordability continue to plague prescription drugs now.  Clearly, a solution must be devised, but how best to go about it?  This remaining portion of the paper attempts to outline a rough sketch of steps that could be taken to lower the cost of prescription medicines, while leaving market incentives for research and development in tact.  Some of these proposals may prove political unfeasible and these suggestions are not intended to provide an authoritative guideline to solving this difficult, delicate problem.  If anything, the proposals below are an invitation to a dialogue on how best to address prescription drug costs in this country in a way that is smart, workable and humane.
The federal government needs to take multi-prong attack to address prescription drug costs.  First, government funded health systems need to push harder for generics, providing them exclusively even when newer drugs are available.  As a result, private insurance providers should follow suit.  This step should eliminate the proliferation of the “me-too” drugs described in The Truth about Drug companies, incentivize drug companies to engage in innovation that is truly innovative by eliminating the market for copycat drugs and lower the prices of health care since generics in this country are generally quite affordable.  However, this proposal may be too little too late.  Currently, when a brand-name prescription drug goes off patent, it loses an estimated 80% of its business to generics, which are typically priced at around one-sixth the price. James W. Hughes Et Al., Napsterizing Pharmaceuticals: Access, Innovation and Consumer Welfare, 26 (NBER Working Paper No. 9229, 2002).  Given the high switch rate to generics that already exists, mandating a switch to generics may be like squeezing blood from a stone at this point.  That point aside, brand-name copycat drugs so maligned in Angell’s book arguably serve an incredibly valuable social function by providing alternatives for those who do not find the first drug effective. Dean Baker, Financing Drug Research: What Are the Issues?, Center for Economic and Policy Research, Sept. 21, 2004, available at http://www.cepr.net/publications/intellectual_property_2004_09.htm" http://www.cepr.net/publications/intellectual_property_2004_09.htm (last visited Mar. 30, 2006). (“Copycat drugs can have some benefits since different patients respond better to some drugs than others. Also, since many patients must take drugs for a variety of problems, some drugs might be better suited for being taken in combination with other drugs.”)
Switching to generics is not enough then; this country must undertake the somewhat Sisyphean task of convincing other wealthy countries to relax price controls and pay their fair share of global research and development costs.  Because of strict price controls in Canada and Europe, pharmaceutical companies sell their drugs at marginal levels of profitability that do not take into account the fixed cost of R&D.  As a result, Americans pay the lion’s share of R&D costs in the form of more expensive drugs.  While it may seem politically infeasible to convince other countries to raise costs, if we lower our costs enough through negotiations with the pharmaceutical industry, other countries will face shortages and market forces may force them to raise prices.  Pilon’s proposal above provides an interesting alternative to negotiations and diplomatic maneuverings.  Instead, he proposes legalized drug importation as a temporary bridge to the divergent prices charged in the America as opposed to the rest of industrialized countries.  It is exactly because drug importation is a short-term solution that this proposal works: as U.S. consumers flood markets like Canada and Europe, prices for drugs will rise with demand or pharmaceutical companies will try to restrict supply the drugs to these countries.  Either way, Pilon’s proposal predicts that market forces will place pressure on other countries to raise their prices.  Of course, price controls would need to be preserved in developing countries where inhabitants would not otherwise be able to afford prescription dugs at full market prices.  Whether Pilon’s particular proposal would actually work in practice remains uncertain, but it at least underscores the importance of reducing the price disparity between the U.S. and our foreign counterparts.  Even here, market forces may fail.  If the U.S. unleashes the full brunt of market forces against European countries, some countries may take extreme renegade positions with undesirable global consequences; for example, in a fit of desperation, some countries could conceivably go as far as allowing domestic manufacturers to break patents illegally in order to maintain a supply of affordable drugs to their own citizens.  Some have indicated that the nothing short of legal action would be necessary to force other industrialized countries to raise their prices.  Some suggestions involve bring a complaint against countries with price controls under some World Trade Organization (WTO) agreement, possibly under provisions of the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS). See Keith E. Maskus, Parallel Imports in Pharmaceuticals: Implications for
Competition and Prices in Developing Countries, Final Report to World Intellectual Property Organization, Apr. 2001.  (describing the global regulation of parallel imports in the pharmaceutical drug market.)
Finally, the federal government should tackle the current patent regime by limiting the loopholes that encourage Big Pharma to engage in excessive and wasteful patent extension litigation.  This step may or may not require extending the length of patents to reflect the costs that pharmaceutical industries incur in developing drugs.  A study by the Congressional Budget Office found that the benefits brand name drugs enjoy from the patent extension granted in the original Hatch-Waxman Act are more than offset by laws that make it easier for generics to enter the market. See Congressional Budget Office, How Increased Competition from Generic Drugs Has Affected Prices and Returns in the Pharmaceutical Industry, available at http://www.cbo.gov/showdoc.cfm?index=655&sequence=2 (last visited Mar. 30, 2006).  In its conclusion, the study states “CBO’s analysis has found that the patent extensions available under the Hatch-Waxman Act were not sufficient to fully preserve the returns from marketing new brand-name drugs. The present discounted value of those returns has declined by about 12 percent because of the rise in generic competition.” Id.  The study did, however, conclude that the pharmaceutical industry’s incentive to invest in research and development remained strong during that period, with reinvestment in R&D increasing by almost 25%.  Others, however, have found problematic that the period of patent protection begins running before a brand name drug even obtains FDA approval.  This time delay means that a pharmaceutical company loses, on average, almost seven years of patent protection while the wheels of the FDA regulatory machinery turn. See Glazier supra note 157 at 179.  Although there are provisions under Hatch-Waxman that would allow these companies to extend their patents under the patent restoration provisions, such extensions are rarely granted, meaning that these companies are unable to recoup the money associated with the lost time. See id.  Although resolution of the issue will require detailed empirical calculations and predictions as to how the market might respond, the issue of patent reform definitely warrants another look in the near future.
The best solution to rising prescription drug costs will harness market forces to correct the inefficiencies and undesirable consequences that currently plague the market for prescription medicine.  Indisputably, drugs are a public good, but even the best-intentioned direct regulations of the industry can lead to unwelcome results.  If we truly believe markets are most efficient and we are going to entrust the markets to provide us with prescription drugs, a workable solution must address other countries’ market-distorting price controls while also working to channel the demand side back home through consumer education.  Certainly, the pharmaceutical industry has been no white knight, but history has shown that trying to reshape the supply side by directly regulating the pharmaceutical industry (as tempting as such direct regulation appears to be!) will lead to distortions.  Like any other industry, Big Pharma responds to market incentives and if direct regulation distorts the market, capital will flow out of pharmaceutical companies into other enterprises. An indirect analogy may add some color to the proposition that the legal system actually influences market reactions.  In recent years, states with little or no tort reform have faced a precipitous outflux of obstetrician-gynecologists, who have fled to practice medicine in states that cap medical liability.  Market forces do not play out in a vacuum; they actually affect the behavior of market players and market investors. See generally Scalpel Scissors, Lawyer; Litigation and Health Care, Economist, Dec. 17, 2005.  Some direct legislation may be necessary to curb some of the most blatant abuses by the pharmaceutical industry (as in the wasteful patent litigation), but any solution that intends to reshape the market will need to channel market forces.  Although no solution will be easy to implement, nor will any one solution satisfy the divergent interests of the numerous parties affected by prescription drugs, some plan of action must be undertaken immediately to protect the needs of consumers while ensuring the future of drug research development in this country—Americans demand it.

