Proposed HHS regulations on Canadian drug importation are unworkable and
dangerous to American patients. File your own comments at
https://safedr.ug/takeaction/
PSM strongly opposes the proposed HHS regulations to import medicine from Canada. We don’t see how
Canada can provide us enough medicine to make a difference because they don’t manufacture 70%+ of their own
medicines, and already struggle with shortages.
Concern

Explanation

Canada is too small a market to
supply America with medicine.

Canada is 1/9th the population of the U.S. and possesses very little
manufacturing capabilities of its own.1 They are currently experiencing
crippling shortages of medicine in their own country.2

Canadian stakeholders and the
Canadian government have told
the U.S. they do not wish to
cooperate with this plan.

Canadian drug distributors,3 the Canadian federal government,4 and
Canadian patient and healthcare advocates 5 oppose exporting their drugs
to U.S. residents.

Past importation efforts could not
meet their own safety standards.

Investigators found that Minnesota RxConnect’s Canadian pharmacies had
safety violations that would have shut down a Minnesota pharmacy,6 and a
state audit of Illinois’ ISaveRx showed that 40% of its foreign pharmacies
did not have complete inspections, and that unapproved pharmacies were
filling patient prescriptions in violation of state law.7

The costs of importation programs
are prohibitively expensive.

Recent analysis reconfirms the opinion of previous FDA Commissioners that
the cost to meet testing requirements for imported medications far exceeds
any cost benefits from importing foreign medicines.8, 9

Regulators do not have the
resources to assess imported
medicines for their legitimacy.

No funding is earmarked for stepped up regulation, testing or inspection and
the existing system is already under strain, so importation would make the
U.S. prescription drug supply vulnerable to black market medications.10

Importation walks back progress
we have made to strengthen our
drug supply chain.

U.S. supply chain security relies on a track-and-trace system that
documents where a medicine has been from the manufacturer to the
patient.11 Canada has no analogous system, which reopens a path for
counterfeit drugs to make their way into the U.S.12

Even licensed Canadian drug
sellers have sold Americans
counterfeit medicines.

Canadian authorities do not take responsibility for the safety of drugs
Canadians may sell to U.S. patients,13 and this shows in the cases of
RxNorth and CanadaDrugs.com, who sold fake medicines that made their
way to U.S. patients.14

Imported counterfeit drugs are
dangerous and will worsen the
opioid crisis.

Counterfeit drugs are more deadly as a result of fentanyl-laced counterfeit
opioids. A recent nation-wide sampling of pills the DEA seized found that
that 27% were counterfeits laced with fentanyl, That is with the borders
closed to importation.15

Importation will overwhelm law
enforcement and creates public
safety concerns.

National law enforcement experts and a wide range of law enforcement
groups are concerned that importation would transfer the risks and costs of
illegal trade to state and local law enforcement agencies, requiring them to
do additional work without additional funding.16

Proposed HHS regulations on Canadian drug importation are unworkable and
dangerous to American patients. File your own comments at
https://safedr.ug/takeaction/
References
1. “Readout of Acting Ambassador Kirsten Hillman’s meeting with Joe Grogan Assistant to the President for
Domestic Policy,” Connect2Canada, November 1, 2019, http://bit.ly/2tZfAVg.
2. Summary Report, Drug Shortages Canada, http://bit.ly/2EeXnW3.
3. Allison Martell, “Canadian Drug Distributors Say No to Trump Import Plan,” Reuters, December 20, 2019,
https://reut.rs/2Sp5x4v.
4. Maham Abedi, “Canada Vows to ‘Protect’ Drug Supplies After Trump Proposes Importing Medication,” Global
News, December 18, 2019, http://bit.ly/2uQOIaz.
5. Alliance for Safe Online Pharmacies Canada, et. al., Letter to Canada's Minister of Health, The Honorable Ginette
Petitpas Taylor, July 25, 2019, http://bit.ly/31sV4ZH.
6. Letter from the U.S. Food and Drug Administration to Governor Tim Pawlenty, February 23, 2004,
http://bit.ly/2uNac85.
7. Management Audit of the Flu Vaccine Procurement and the I-Saverx Program, State of Illinois Office of the
Auditor General, September 2006, https://safedr.ug/2RV4El4.
8. Dr. Kristina M. L. Acri née Lybecker, “State Pharmaceutical Importation Programs: An Analysis of the Cost
Effectiveness,” Colorado College Working Paper 2019-02, June 2019, https://safedr.ug/2NSt6k3.
9. Former FDA Commissioners, Drs. Robert Califf, Margaret B. Hamburg, Mark B. McClellan, and Andrew Von
Eschenbach, Letter to Congress, March 16, 2017, https://safedr.ug/2tmgtXY.
10. Freeh, Sporkin, and Sullivan LLP and Freeh Group International Solutions, LLC, Report on the Potential Impact
of Drug Importation Proposals on U.S. Law Enforcement, June 2017, https://safedr.ug/FreehReport.
11. “Drug Supply Chain Security Act (DSCSA),” U.S. Food and Drug Administration, last updated May 22, 2019,
http://bit.ly/2GQYZGq.
12. Adam Fein and Dirk Rodgers, “State Drug Importation Laws Undermine the Process That Keeps our Supply
Chain Safe,” Stat, July 11, 2019, http://bit.ly/2GMRznH.
13. Christopher Weaver, “Former Internet Pharmacist Sentenced in Fake Drug Case,” The Wall Street Journal,
January 9, 2013, https://on.wsj.com/2OoeUAc.
14. “Canadian Drug Firm Admits Selling Counterfeit and Misbranded Prescription Drugs Throughout the United
States,” U.S. Department of Justice, April 13, 2018, http://bit.ly/2qqGfsp.
15. “DEA Issues Warning Over Counterfeit Prescription Pills from Mexico,” Drug Enforcement Administration,
November 4, 2019, http://bit.ly/2vi1COM.
16. “This Just In: Law Enforcement Groups Oppose Drug Importation Proposals,” The Partnership for Safe
Medicines, August 9, 2017, http://bit.ly/2tAfO5k.

