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Introduction

On October 20, 2004, the Committee on Consumer Affairs, chaired by Council Member Philip Reed, will conduct an oversight hearing on the reimportation of prescription drugs. The Committee will also consider two related resolutions: 1) Proposed Resolution Number (“Prop. Res. No.”) 354-A, which calls upon pharmaceutical manufacturers not to limit the supply of prescription drugs available to Canadian mail-order pharmacies; and 2) Prop. Res. No. 358-A, which calls upon the United States Congress to pass and the President to enact the Pharmaceutical Market Access Act of 2003, which would permit the reimportation of prescription drugs. The Committee has invited testimony from the Department of Consumer Affairs, representatives from state and federal agencies, pharmaceutical companies, pharmaceutical and pharmacy associations, healthcare advocates and experts in the field of prescription medication.
 
Background

For more than a decade, consumers in New York and throughout the nation have struggled to access affordable healthcare. One area of great concern is the overwhelming cost of prescription drugs, especially for the uninsured, under-insured and seniors. In recent years, people have moved away from filling their prescriptions at their local pharmacy and have begun to rely on sources in Canada and other countries, turning to mail-order companies and so-called “internet pharmacies.” This process is known as “importation” and is often referred to as “re-importation,” when the drugs in questions were initially manufactured in the United States and shipped to Canada or other countries for distribution. (The terms are often used interchangeably, though there is a technical distinction between the two.) Both practices – importation and reimportation – are currently illegal and will most likely remain so until the United States Food and Drug Administration (“FDA”), and its overseeing agency, the United States Department of Health and Human Services (“HHS”) are satisfied that the importation and re-importation of prescription drugs can be done safely.
  

Despite this legal bar, consumers continue to flock to other countries and mail order and internet pharmacies to purchase their prescription drugs.  Canada is the most obvious source, given its proximity and the ease of border crossing.  Moreover, due to government subsidies and price controls, U.S. consumers can save on average 67% on prescription drugs purchased in Canada. Needless to say, the astronomical savings this can generate for individuals, HMOs, and even municipalities and states are extremely attractive. As a result, it has been estimated that between one and two million Americans purchase their drugs from Canada over the internet.
 U.S. consumers are also seeking supplies beyond Canada. Recently, Dr. Martin Shepherd, professor at the University of Texas, testified before Congress that an estimated “25 percent to 40 percent of all U.S. residents who travel to Mexico bring back pharmaceutical products.”
 

Even more dramatically, there are now storefront businesses helping consumers purchase prescription drugs from Canada and other countries. One such business is Rx Depot, an Oklahoma-based chain that operates 85 storefronts across the country. Although Rx Depot stores do not sell or keep drugs on site, they assist consumers by giving information on Canadian pharmaceuticals and providing “fax and internet access for placing orders, but customers actually fill out the forms and send them.”
 A similar company, Discount Rx Mart of Canada, has also set up storefronts in Queens and the Bronx and plans to open up at least another four in Manhattan and Brooklyn.

It is no longer just individual consumers who are looking abroad for prescription drugs.  Healthcare providers are also seeking these savings. For example, United Health Alliance, a Vermont-based group has “started a national program to let doctors order drugs from Canada for their patients.”
  Even more significantly, states and municipalities have begun to facilitate prescription drug purchases from Canada.  Recently, Governor Rod R. Blagojevich of Illinois launched I-Save-Rx, a state-sponsored program open to consumers in Illinois and Wisconsin that is designed to help residents buy discounted prescription drugs from Canada and countries in Europe.
 Wisconsin Governor Jim Doyle has also established www.drugsavings.wi.gov, a site intended to help residents find inexpensive but safe prescription drugs at pre-approved Canadian pharmacies.  In March 2004, New Hampshire Governor Craig Benson likewise launched a website linked to Canadian pharmacies to help citizens purchase prescription drugs more affordably. Since its launch, “the site has seen 6,000 New Hampshire visitors, half of whom linked up with ‘www.canadadrug.com.’”
  Wisconsin, North Dakota, and Rhode Island have also set up websites to assist consumers who wish to purchase prescription drugs from Canada and elsewhere.
 More locally, Springfield, Connecticut has reportedly begun purchasing prescription drugs from Canada for its workers and retirees; the city intends to save up to $4 million with this practice.
 

Current Federal Law 
Despite all of these efforts, importation from Canada or any other country remains technically illegal in the United States.  The Federal Food, Drug and Cosmetics Act prohibits the importation  (or re-importation) of drugs into the United States from any party other than drug manufacturers, except in times of an emergency.  Supporters of this prohibition worry that imported medications “may be expired, contaminated, diluted, adulterated, damaged from improper storage, or just plain counterfeit.”
  According to former FDA Commissioner Mark McClellan, “provisions to legalize importation of prescription drug products would greatly erode the ability of the FDA to ensure the safety and efficiency of the drug supply” and that the agency is unable to “assure the American public that drugs imported from foreign countries are the same as products approved by the FDA, or that they are safe and effective.”
 

The Federal government is currently reviewing the safety of drug reimportation, as required by the Medicare Prescription Drug, Improvement and Modernization Act of 2003, which charged HHS to conduct a comprehensive study on the importation of drugs and issue its findings by December 2004. To do so, HHS Secretary Tommy G. Thompson has created the Task Force on Drug Importation, chaired by Surgeon General Richard H. Carmona. The 13-member group is specifically tasked with determining “how drug importation might be conducted safely and its potential impact on the health of American patients, medical costs and the development of new medicines.”
  However, it is unclear how much freedom the members of the panel are given to do so: nine of the 13 participants work for or under the HHS, and the remaining four represent U.S. Customs, the Drug Enforcement Agency, the Justice Department and the White House Office of Management and Budget. 
Nonetheless, as the Task Force continues its work, drug reimportation remains illegal.  As such, the FDA has taken limited steps against stores that facilitate the importation of drugs from Canada, typically sending letters to businesses warning them that their actions may be illegal. In the case of RX Depot, the FDA had the Department of Justice issue an injunction against the company and has brought a suit against them.
 The Administration has also advised Gov. Benson of New Hampshire that his website is illegal.

Interestingly, the FDA has not taken any action against American citizens who go to Canada to buy their prescription drugs.  This point is underscored in a class-action lawsuit brought against the HHS in February 2004. Andrews v. U.S. Dept. of Health and Human Services, et al., challenges constitutionality of the federal laws against drug importation by alleging that the FDA “violates the equal protection clause of the U.S. Constitution because it ‘has actively interfered with and sought to prosecute [individual Americans] for the purchase and sale of Canadian prescription drugs by mail order,’ but ‘does not seek prosecution of individuals living in areas adjacent to the Canadian boarder who travel into Canada to purchase prescription drugs for personal use.’”
 

Current Federal Legislative Initiatives

Though the Bush Administration remains opposed to drug importation for safety reasons, there is mounting pressure from consumers to permit it, prompting many in Congress to pursue legislation legalizing reimportation.  In July 2003, the House of Representatives passed The Pharmaceutical Market Access Act of 2003, authored by Congressman Gil Gutknecht (R-MN). Under this bill the importation of drugs from Canada and 24 other countries would be permitted.
 To address safety concerns, the legislation requires shipments to be tested by wholesale importers and manufacturers to adopt “overt optically verifiable counterfeit-resistant” packaging technology.
 

Despite the bill’s passage in the House, related legislation has not moved in the Senate. 

S. 1781, the Senate version of the Pharmaceutical Market Access Act of 2003, was introduced on October 23, 2003 by Senator Byron Dorgan (D-ND) and referred to the Committee on Health, Education, Labor, and Pensions, where it has remained.
  On February 26, 2004, Senator Dorgan reintroduced the bill as S. 2137, which was placed on the Senate’s legislative calendar.  In either incarnation, however, the legislation remains dormant. 

In addition to the Pharmaceutical Market Access Act of 2003, there are a number of alternate bills in the Senate dealing with drug legislation.  Perhaps the most significant is S.2328, known as the Pharmaceutical Market Access and Drug Safety Act of 2004.  The bi-partisan bill, which was also sponsored by Senator Dorgan and Senator Olympia Snowe (R-ME), would require HHS to promulgate regulations allowing the importation of prescription drugs by registered exporters or registered importers from Canada within 90 days of the legislation’s passage.  Importation from Australia, European Union countries, Japan, New Zealand, or Switzerland would be permitted within one year.  The bill would also address the behavior of some members of the pharmaceutical industry by prohibiting drug manufacturers from preventing importation by charging higher prices or limiting supplies to registered exporters and importers or changing the form of the drug for such purpose.

Another alternate bill is S. 2307, introduced by Senate Finance Committee Chair Senator Chuck Grassley (R-Iowa), and known as the Reliable Entry for Medicines at Everyday Discounts through Importation with Effective Safeguards Act of 2004 (“REMEDIES Act”).  This bill would permit U.S. consumers to purchase prescription drugs from Canada immediately, while requiring the FDA to implement a new importation system within 90 days.  Under the proposed system, individuals, retailers and wholesalers in the U.S. could buy approved drugs from foreign exporters who comply with a variety of safety measures.
  Sen. Grassley’s bill would also allow importation from Europe, Japan, Australia, and New Zealand in the future.
 

In addition, Senator Judd Gregg (R-NH) has introduced S.2493, the Safe Importation of Medical Products and Other Rx Therapies Act of 2004.  This legislation, viewed as the favored bill of the Republicans, would permit the importation of prescription drugs from Canada by registered pharmacies (Internet or otherwise), or wholesalers in one year, provided that certain labeling and other safety requirements are met. The bill would further permit HHS to authorize importation from additional countries in three years and would establish licensing requirements for internet pharmacies.
  
However, there is essentially no chance of any of this legislation passing before the end of the year.  To this point, Senate Majority Leader Bill Frist has refused to let any reimportation legislation come to the floor for a vote. While Senator Frist states that he is not against drug importation, “he wants to move deliberately through the process to make sure drugs being brought into the U.S. are safe.”
  In any event, Congress has adjourned for the upcoming election and will return for just a few weeks before 2004 concludes.  

Even if this legislation does not pass immediately, many healthcare analysts see drug importation as inevitable.  According to a recent account, industry insiders believe that only a landslide win for President Bush in November could derail importation legislation entirely.
  Indeed, many members of Congress are running on re-election platforms that include permitting reimportation.
Opposition to Drug Importation

Still, opposition to importation persists. Leading the charge against drug importation are the drug manufacturers and the Pharmaceutical Research and Manufacturers of America (“PHARMA”).  They argue that the loss of income that would be brought on by importation would lead to a decrease in funding for research and development of new medications. 

According to Edward Sagebiel, a spokesman for Eli Lilly & Co., it costs between $800 million and $1 billion to bring a drug to market.
 Since “[t]he pharmaceutical industry makes most of its profit in the United States, the only major country where the government has not enacted controls on drug prices,”
 allowing foreign price controls to influence drug prices in America would lower profits and hinder the development of new drugs. To highlight his point, Mr. Sagebiel stated that “you can’t name a major drug, innovative drug that been researched, manufactured and developed in Canada over the past 20 years.”

PHARMA, which also opposes drug importation because of the effect it would have on developing new drugs, finds Sen. Gregg’s bill “more reasonable than the alternative” but does not support its passage.  The group expresses specific concerns that “setting up a new FDA monitoring system for overseas pharmacies…will end up negating any cost savings.”
  

This view is supported philosophically by noted economist Milton Friedman and libertarian Doug Bandow, both of whom have concluded that reimportation would diminish research and development of new pharmaceutical products.
  Bandow in particular argues that permitting reimportation would prompt the government to favor “arbitrary cost controls” over “innovative medical research.”

Pharmaceutical Companies’ Response to Drug Importation 
Some pharmaceutical companies have taken proactive measures against mail order and internet sales from Canada and other countries to prevent reimportation. In January 2004, GlaxoSmithKline announced that it would no longer sell to Canadian retailers that sell back to Americans.  Notably, the company claims that its actions are borne of safety concerns, arguing that the loss of profits brought on by Americans buying drugs from Canada is negligible. 
 Pfizer similarly limited supplies of its products to Canadian pharmacies reimporting to U.S. consumers;
 the company has since been targeted by an aggressive “Phix Pfizer” campaign and consumer boycott. 
 Likewise, AstraZeneca’s Canadian subsidiary began rationing products to its Canadian buyers, allowing pharmacies to order drugs only in amounts that are consistent with previous purchasing trends.
  There has even been speculation that, faced with the possibility of legal importation, pharmaceutical companies might “make slight changes to their factories that make drugs for other countries so that they no longer meet the requirements of the FDA and could not be reimported.”
  

PROPOSED RESOLUTIONS

Proposed Resolution 354-A

Prop. Reso 354-A calls upon pharmaceutical manufacturers not to limit the supply of prescription drugs available to Canadian mail-order pharmacies.  This resolution was introduced in response to the anti-importation actions taken by a number of the dominant pharmaceutical companies, referenced above.  

Proposed Resolution 358-A

Prop. Reso 358-A calls upon the United States Congress to pass and the President to enact the Pharmaceutical Market Access Act of 2003, which would permit the reimportation of prescription drugs.  The resolution also references alternate legislation that could be passed by the Senate and, though it discusses one Federal bill in greater detail, it reflects an overriding interest in the enactment of responsible drug reimportation legislation.  

Prop. Res. No. 354-A

..Title

Resolution calling upon pharmaceutical manufacturers not to limit the supply of prescription drugs available to Canadian mail-order pharmacies.

..Body

By Council Members DeBlasio, Gioia, Quinn, James, Brewer, Gentile, Gonzalez, Jennings, Liu, Lopez, Martinez, Monserrate, Nelson, Palma, Perkins, Reed, Sanders, Seabrook, Stewart and Weprin


Whereas, Medicare beneficiaries have historically been denied prescription drug coverage; though the Bush administration passed a coverage package, it will not yield benefits until 2006, and many deem its provisions inadequate; and 

Whereas, The lack of prescription drug coverage coupled with the exorbitant price of necessary pharmaceuticals has forced many American senior citizens to purchase prescription drugs from Canada, where medicines can cost 30 to 75 percent less than they do in the United States; and

Whereas, Health industry analysts estimate that drug sales from Canada to the United States reached $1.1 billion in 2003 but that this is a fraction of the $216 billion total spent on prescription drugs in the United States; and

Whereas, Many Canadian mail-order pharmacies have met the growing demand from consumers in the Untied States by sending brand-name pharmaceuticals across the border in a practice known as “re-importation;” and


Whereas, Notwithstanding the need of American senior citizens, major pharmaceutical companies are beginning to cut off supplies to a number of Canadian mail-order pharmacies that “re-import” back to the United States; and


Whereas, Pfizer, Inc. has specifically demanded that Canadian drug retailers promise not to ship pharmaceuticals to consumers in the United States in order to receive shipments of Pfizer drugs; and

Whereas, Pfizer and other drug companies claim that this limitation is due to concerns that supplies may dwindle for Canadian consumers but cannot explain why they do not opt to increase supply; and  


Whereas, Though the Food and Drug Administration asserts that re-importation is illegal, it has not prosecuted individual customers for engaging in the practice; and

Whereas, A growing bipartisan group of local, state and federal legislators supports legalizing re-importation completely; and

Whereas, Governors of several states advocate re-importation as a solution to rising prescription drug expenditures and have begun to pursue pharmaceuticals from Canadian wholesalers to meet their citizens’ prescription drug needs in a cost-efficient manner; and

Whereas, Governor Tim Pawlenty of Minnesota has testified before the United States Department of Health and Human Service’s Taskforce of Drug Importation that the “pharmaceutical industry is explicitly retaliating against the pharmacies” that facilitate re-importation to Minnesota consumers; and 

Whereas, Minnesota Attorney General Mike Hatch has filed an antitrust law suit against GlaxoSmithKline over its decision to limit supply to Canadian re-importers; and


Whereas, On April 22, 2004, “religious groups, a Republican governor and elderly activists” attended Pfizer Inc.’s annual meeting, urging the company to support drug re-importation; the Washington Post reports that the issue will be placed of Pfizer’s agenda next year and that similar requests will be made of Abbott Laboratories, Bristol-Myers Squibb and Merck; and  


Whereas, A multi-state consumer coalition has began a “Pfix Pfizer” campaign, which includes a nationwide boycott of Pfizer products in order to urge the company to resume supplies to Canadian mail-order pharmacies that sell less expensive prescription drugs manufactured in the U.S. to U.S. residents; and


Whereas, Pfizer’s Vice-President of Marketing has stated independently that he supports re-importation and that safety concerns raised to oppose the concept are “a made-up story;” he has since been publicly criticized by Pfizer; and 


Whereas, Advocates report that drug companies disclosed sales of $219 billion in 2003 and that in the last Presidential election the drug industry made $20 million in federal campaign contributions, three-fourths to Republicans; and 

Whereas, Elected officials must do all they can to ensure the safe and affordable supply of life-saving prescription drugs to senior citizens; now, therefore, be it


Resolved, That the Council of the City of New York calls upon pharmaceutical manufacturers not to limit the supply of prescription drugs available to Canadian mail-order pharmacies.

Prop. Res. No. 358-A

..Title

Resolution calling upon the United States Congress to pass and the President to enact the Pharmaceutical Market Access Act of 2003, which would permit the reimportation of prescription drugs.

..Body

By Council Members Gioia, DeBlasio, James, Quinn, Brewer, Clarke, Fidler, Gentile, Gonzalez, Jennings, Liu, Monserrate, Nelson, Palma, Perkins, Reed, Stewart and Weprin

Whereas, The United States is the world’s largest market for prescription medication, and American consumers pay the highest prices in the world for such drugs; and

Whereas, The exorbitant cost of prescription drugs has become a considerable financial burden on American consumers with fixed incomes, especially the elderly; and

Whereas, The soaring cost of prescription drugs has led twenty-two percent of American seniors to intentionally skip prescribed doses in an attempt to prolong their prescriptions, or to go without their medication at all, according to a 2002 study from The Health Institute at Tufts-New England Medical Center; and   

Whereas, A study done by Families USA, a national nonprofit organization dedicated to the achievement of high-quality, affordable health care for all Americans, has projected the average cost per prescription for American seniors to rise by seventy-two percent between 2000 and 2010; and

Whereas, The Congressional Budget Office has determined that American seniors will spend $1.8 trillion on prescription medication over the next ten years; and

Whereas, Canada’s regulation of prescription drugs has caused Canadian drug prices to be as much as seventy-five percent lower than the cost of the same medication in the United States; and 

Whereas, Over one million Americans have already purchased their prescription medication from Canada either through mail-order pharmacies or by traveling to Canada; and 

Whereas, Diane Gorman, The Assistant Deputy Minister of Canada’s Health Products and Food Branch, has publicly stated that prescription drugs approved for use in Canada are safe and that Canada implements one of the world’s most rigorous drug approval systems; and

Whereas, In June 2003, William Hubbard, the Associate Commissioner for Policy, Planning, and Legislation for the U.S. Food and Drug Administration, publicly stated that he had not heard of any American having been harmed by a Canadian pharmaceutical product; and   

Whereas, Several states have asked the U.S. Food and Drug Administration for guidance in establishing a system that would allow the states to safely import prescription drugs from Canada; and

Whereas, Rhode Island has passed a law, which will take effect on January 15, 2005 to allow Canadian pharmacies to ship prescription drugs to state residents; and

Whereas, The governors of Illinois and Wisconsin launched I-Save-Rx, the first state-sponsored program designed to help residents buy discounted prescription drugs from Canada and countries in Europe; and

Whereas, The Boston University School of Public Health has estimated that the state of Kentucky could save $663 million by importing drugs from other countries; and 

Whereas, The state of New Hampshire conducted a poll of its residents, which found that eighty-one percent of those polled supported legalizing the importation of prescription drugs from Canada; and

Whereas, The state of Maine has asked the federal government for permission to reimport prescription drugs from Canada; and

Whereas, The U.S. Food and Drug Administration has already established a system for certifying safety standards of factories situated outside the United States that could be used to monitor and certify the safety standards for prescription drugs imported from other nations; and

Whereas, Prescription drugs used by both Canadian and American consumers are manufactured in facilities approved by the U.S. Food and Drug Administration; and

Whereas, The Pharmaceutical Market Access Act of 2003 would permit the importation of prescription drugs from specified, industrialized countries if such drugs and the facilities in which they are produced are approved by the Food and Drug Administration; and

Whereas, The United States House of Representatives passed the Pharmaceutical Market Access Act of 2003 on July 25, 2003; and

Whereas, On September 29, 2004, the New York Times Editorial Board called on Dr. Bill Frist, the Senate majority leader, to bring the importation legislation to a floor vote; and

Whereas, A bi-partisan group of Senators has also introduced alternative legislation to allow reimportation of prescription drugs from other nations; and 

Whereas, The Bush Administration has not aggressively pursued any remedy to substantially lower prescription drug costs for U.S. consumers; now, therefore, be it

Resolved, That the Council of the City of New York calls upon the United States Congress to pass and the President to enact the Pharmaceutical Market Access Act of 2003, which would permit the importation of prescription drugs.
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