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Position: PhRMA respectfully opposes LD 4449,  legislation that would permit the purchase of drugs from 
foreign  countries  because  it  could  jeopardize  the  health  and  well-being  of  patients  and  compromise  the 
integrity of the prescription drug supply in the United States.

PhRMA and its member companies realize the importance of providing patients with access to life-sustaining and 
cost-effective  pharmaceuticals.   However,  PhRMA urges  legislators  to  consider  the  safety and liability concerns 
associated with importing and facilitating the importation of pharmaceuticals from abroad.

Patient Safety Is Jeopardized by Importation, which Is Illegal

Importing drugs from other countries, outside of FDA’s purview, risks patient safety.  For example, pharmacies that  
claim to be Canadian, Irish, or British over the internet may have no ties at all  to Canada, Ireland, or the United 
Kingdom.  Many pharmacies  based  in  these  countries  obtain  their  drugs  from third-world  sources  such  as  India,  
Thailand, and the Philippines. According to recent news reports, spam generated from a “Canadian Pharmacy” and 
flooding email in-boxes is not linked to an established Canadian website but a website that is likely linked to Russian 
cybercriminals—representing 65% of all global spam.1 As reported in the December 2004 U.S. Surgeon General’s 
Task Force report,  a  letter  from Diane C. Gorman, Assistant  Deputy Minister  of  Health Canada to U.S.  Surgeon  
General Richard H. Carmona stated that “Health Canada does not assure that products being sold to U.S. citizens are  
safe, effective, and of high quality, and does not intend to do so in the future.”2  Patient health is further jeopardized 
when licensed Maine pharmacists are replaced by questionable prescription drug sources.

In a May 20, 2005, letter to Governor Kenny Guinn of Nevada, the FDA stated that  importation of foreign drugs is 
illegal and outlined numerous safety concerns.  In this letter, FDA Associate Commissioner for Policy and Planning 
Randall W. Lutter indicated, “We cannot provide adequate assurance to the American public that the drug products  
delivered to consumers in the United States from foreign countries are the same products approved by the FDA.”3

In addition, in 2009, the National Association of Boards of Pharmacy (NABP) listed more than 5,000 Internet drug  
outlets as Not Recommended. These sites, 96 percent of the total number of sites reviewed, have been found to be out  
of compliance with pharmacy laws and practice standards established in the United States to protect the public health.

Counterfeit Version of Widely-Used Cancer Drug Found in the U.S.

In February 2012,  the  FDA issued a  warning indicating that  a  counterfeit  version of  a  widely used cancer  drug 
(bevacizumab) may have been purchased by medical professionals and administered to patients in the U.S. According 
to the FDA, the counterfeit version of the medicine did not contain any of the medicine’s active ingredients. The FDA 
sent letters to 19 medical practices to inform them that they may have purchased unapproved and counterfeit versions  
of the drug.4  The manufacturer of bevacizumab stated that the counterfeit versions of the medicine were neither safe  
nor effective and did not look similar to approved versions of the medicine.5According to the FDA, a foreign based 
supplier sold the counterfeit and unapproved versions of the drug to a Tennessee-based supplier which in turn sold the 
product to medical practices in the U.S. The manufacturer of bevacizumab tested the counterfeit versions of the cancer 
drug  and  found  that  the  unapproved  versions contained  starch,  salt,  acetone,  and  other  chemicals,  and  none  of 
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bevacizumab’s active ingredient.6Recent  news reports reveal that some of the counterfeit versions of the drug may 
have been purchased by American doctors from several subsidiaries, including Montana Healthcare Solutions and  
River East,  of the Winnipeg-based Canada Drugs Group. Canada Drugs Group owns several companies including 
Canadadrugs.com which was founded in 2001 to sell medicines to U.S. customers7 In September 2012, FDA targeted 
the consumer side of Canada Drugs Group by sending a warning letter to the company noting that it is in violation of 
federal  law for  selling unapproved and foreign versions of  erectile  dysfunction drugs.  Canada Drugs has  3,7000 
websites directed at consumer; the FDA asked the sole internet registrar of those 3,700 websites to suspend the hosting 
of the websites.8

September 2012: FDA Participates in a Fifth Annual International Internet Week of Action; FDA Sent Warning 
Letters to Over 4,100 Websites

As part of an international operation with Interpol, FDA participated in Operation Pangea V, which marked the fifth  
annual  week of  action  targeting  online  sales  of  counterfeit  and  illegal  medicines  across  the  globe.  One hundred 
countries participated in this international week of action involving Interpol, the pharmaceutical industry, and online  
payment system providers. Preliminary results from participating countries have been released – authorities across 100 
countries seized 3.75 million units of potentially harmful medicines worth $10.5 million during one week. More than  
18,000 websites across the globe were shut down and the investigations resulted in 80 arrests. Countries seized several 
types  of  medicines  including  cancer  medicines,  antibiotics,  unapproved  contraceptives,  and  erectile  dysfunction 
drugs.9,10 In the U.S., FDA targeted and sent letters to operators of over 4,100 Internet sites selling unapproved and 
misbranded medicines to consumers. The FDA seized several types of illegal medicines including medicines to treat 
the flu and erectile dysfunction, as well as a medicine that was previously removed from the U.S. market.11 FDA 
Commissioner Margaret Hamburg noted that, “consumers in the United States and around the world face a real threat  
from Internet  pharmacies  that  illegally  sell  potentially  substandard,  counterfeit,  adulterated  or  otherwise  unsafe 
medicines … this week’s efforts show that strong international enforcement efforts are required to combat this global  
public health program.”12

Importation Savings are Negligible—Many Importation Programs Have Closed

While importation was hailed by some as a means to save money, analysis of actual data continues to show that this is 
not the case. In 2004, the bipartisan Congressional Budget Office (CBO) examined the likely economic effects of drug 
importation: “On the basis of its evaluation of proposals to date, CBO has concluded that permitting the importation of 
foreign-distributed prescription drugs would produce at most a modest reduction in prescription drug spending in the 
United States,” suggesting that the savings might be 1%.  The CBO re-affirmed this in 2005.

After  six years in operation and having filled just  fifty prescriptions in December 2009,  Minnesota’s  importation  
program RxConnect ceased to operate in March 2010 according to the Minneapolis Star Tribune.13

In  September  2008,  the  Boston  Globe  reported  that  the  importation  program established  by Springfield,  MA in  
violation of federal law would also close. The Canadian mail order company that served the program abandoned it  
because of lack of participation.  According to the Globe, the program had only a few dozen participants out of 14,000  
people who were identified by Springfield health authorities as eligible for the program. 

On September 19th, 2006, the Illinois Auditor General released his state-sponsored audit of I-Save Rx a multi-state 
importation program created by the State of Illinois and also available to residents of KS, VT, MO, and WI. Rather  
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than providing the state of Illinois with a windfall from importing prescription drugs, the Auditor General found that  
the  program  instead  cost Illinois  taxpayers  over  $1  million  and  had  served  only  3,700  people  (0.02%  of  the 
population). The Auditor General underscored that the program was illegal and that the state had not implemented  
quality controls.  The program’s last prescription was filled in December of 2008—the Canadian supplier pulled out of  
program.  

The Wall  Street  Journal  also reported that  Maine’s  program to empower the Penobscot  Indian Nation to  build a 
distribution center to import price-controlled Canadian drugs for some 325,000 uninsured and underinsured Mainers  
closed in February 2007. The tribe, which never was able to possess Canadian drugs, had morphed the program into a 
domestic mail-order business that attracted only 3,000 Medicaid recipients.  

The Wall Street Journal had asked several program administrators why so few people had used Canadian imports, and  
responses  included that  consumers  are  wary about  safety issues.  Patients  like  having  a  relationship with  a  local  
pharmacist and want their medicines to undergo a U.S. quality check.  Furthermore, many drugs are not available  
through these “programs” and generics are still cheaper in the U.S. than in most foreign countries.
Legal Concerns and Potential Liability for Public Entities

Most importantly, mail order importers require patients to waive their rights of protection under US law before filling a 
prescription. Before a prescription can be filled in Canada it must be signed by a Canadian doctor. Canadian doctors  
have been told by the agency that insures them that they have no liability coverage for prescriptions they write for US 
patients receiving imported drugs.  Additionally,  Canadian pharmacists  have no requirement or obligation to carry 
liability insurance.  The lack of such insurances yields grave patient safety concerns.

In addition to safety concerns, FDA indicates that states and/or other entities that encourage, act, or even cause illegal  
importation run afoul  of  the Federal  Food,  Drug, and Cosmetic Act (“FDCA”)14.   FDCA violations have already 
triggered Department of Justice enforcement actions.  FDA believes that, “it is extremely unlikely that any program in 
[a state or municipality] could ensure that all of the applicable legal requirements are met.” Furthermore, it would be  
unlikely that a state could adequately protect against all possible civil and criminal violations.  

Under most state laws, if a state provides Canadian and other foreign drugs directly or facilitates their distribution,  
such as through contracting with foreign pharmacies or importing those pharmaceuticals directly, the following causes  
of action may apply: negligence; strict liability/breach of implied warranty of merchantability; failure to warn; and 
fraud or misrepresentation.  Moreover, states may be liable for these state-based actions.

FDA Approved Drugs are Available at Low Cost or No Cost to Qualifying Uninsured Patients 

PhRMA and the biopharmaceutical industry are committed to working with FDA and other agencies to keep America’s 
drug supply safe. We are equally committed to ensuring that every American has access to quality medicines. In April  
2005, PhRMA established the Partnership for Prescription Assistance (www.pparx.com) which offers a single point of 
access  to  more  than  475  public  and  private  patient  assistance  programs.  PPARx  brings  together  America’s  
pharmaceutical  companies,  doctors,  other  health  care  providers,  patient  advocacy organizations,  and  community 
groups to help qualifying patients who lack prescription coverage get the medicines they need through the public or  
private program that is right for them. Many will get free or nearly free prescription drugs. Since PPARx was created, 7 
million Americans nationally have been matched to a program.  

In addition, PhRMA sponsors  www.BuySafeDrugs.info which provides information on safe, legal way that patients 
can  save  on  prescription  medications,  educates  patients  on  the  risks  of  importing  medicines,  and  explains  why 
legalizing importation is bad public policy. 

For these reasons, PhRMA opposes Maine LD 4449.
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