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I.  Economic and Political Context of High Drug Prices

Prescription drugs are expensive. In 2019, patients spent $67 billion out of pocket on
prescription drugs at retail pharmacies.! About a quarter of U.S. residents report that it is
difficult to afford their prescriptions; patients with low-incomes or poor health encounter this
difficulty even more frequently.? Beyond the financial impact, the patients” health is suffering,
as almost 30% of people with prescriptions not taking medication in some way.> Private
insurers spent almost $140 billion on prescription drugs in 2017, the cost of which trickles back
to patients through higher premiums.* In addition to burden on patients, it is a hefty toll on the
government; Medicare Part D and Medicaid spent about $133 billion on prescription drugs in
20175

Most people in the U.S. are in agreement that action needs to be taken to lower drug
prices.® This support has been bipartisan and stayed high for decades.” Despite the public
support, little federal action has been taken,® and as of the time this article was written, no clear
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policy has enough support to be enacted.” Federal action would be particularly affective at
helping to lower drug prices because IP and drug regulatory policies — the primary levers
affecting price — are controlled at the federal level.l® Together, IP and regulatory policies offer
various exclusivity protections that allow a drug manufacturer to prevent competing companies
from introducing the same product into the U.S., essentially giving a drug manufacturer
monopoly control for an average of 12 to 13 years.! In response to federal inaction, states have
been experimenting with many policies.”? However, federal preemption continues to inhibit

effective state policies from being enacted.!®
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Despite the political difficulties in changing federal law and the legal limitations on state
action, one policy has emerged as both politically possible and potentially effective, which is
importing prescription drugs from Canada. It is widely recognized that the U.S. has the highest
prescription drug prices in the world;!* in many other countries like Canada, medicines can be
purchased at a tenth of the price.!> This is usually because other countries take a more
aggressive policy position to regulate the price of medicines.!® Canada has a prescription drug
price review board which analyzes drug prices and prohibits egregious price hikes.!” Given
that many of the same medications are sold in Canada (and other countries) as the U.S., but at
much lower prices, one policy idea has been to import (or in some cases, reimport), prescription
drugs from abroad. Often, discussions of importing prescription drugs explicitly or solely
mention importing from Canada.!®

A prescription drug importation scheme is a potent policy because it has both the
political will to be implemented and the potential to be effective. Unlike other policy ideas like
allowing Medicare to negotiate drug prices or changing exclusivity time periods granted by the
FDA, federal law does not need to be changed to implement a drug importation policy.” In
2003, Congress passed the Medicare Modernization Act of 2003, which gave the Secretary of
Health and Human Services the authority to promulgate regulations allowing prescription drug
importation.?® Although several administrations declined to take advantage of this power, in
2020 Secretary Alexander Azar did promulgate rules to allow and govern the importation
process. Although the pharmaceutical lobby has since filed suit against HHS over these rules,
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regulations.?! Under the new HHS regulations, states play an important role in the importation
process.?? Excitingly, both Democrat and Republican-led states have begun passing laws to
create importation programs.?? Should prescription drugs be imported into the U.S., patients

will have access to much cheaper medication.

II.  Overview of the Current Drug Importation Regulations

As a general rule in the U.S,, prescription drug importation is only allowed when a drug
manufacturer is importing its own product into the country.?* This is true regardless of whether
the prescription drug was originally manufactured outside of the U.S., or the prescription drug
was made in the U.S., shipped outside the country, and now being imported.?> Although
limited to drug manufacturers, this exception allows huge quantities of prescription drugs to
enter the U.S..26

One unofficial exception to this rule is the personal importation exception; the FDA has
used its discretion to allow individuals traveling to Canada to bring back prescription drugs.
After all, by buying a medicine directly at a regulated pharmacy, the risk is eliminated that the
medicine might be tampered with in transit,” and thus making some importation safety
concerns moot. Congress explicitly gave the FDA discretion to allow personal importation of
this kind in 2003, under the Medicare Modernization Act of 2003.28 Stories have flourished of
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2421 USC § 381(d)(1)(A); 21 USC § 381(d)(1)(B).

» The latter is known as being reimported. Id.

% China Is the Top Source of U.S. Pharmaceutical Imports, with India and Mexico Also Major Sources, PUBLIC
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patients traveling from the U.S. to Canada and bringing back cheaper medicine.? Although the
FDA does not give individuals a blanket license to import prescription drugs without restraint,
there do not seem to be many cases of the FDA preventing personal importation of this sort.3

The problem is that allowing this style of small-scale personal importation is not an
effective policy solution. To start with, it relies on patients being able to travel into Canada to
purchase and bring back medication. This can be feasible for residents of states like Vermont or
Maine, which border Canada, but is much less feasible for residents of non-border states like
Florida, which account for hundreds of millions of people.3! Even for U.S. residents who are
close to a Canadian pharmacy, the U.S.-Canadian border might be closed, as has been the case
with Covid-19.32 When the border closure is not a barrier, the time and expense of the trip could
be a barrier to many patients who cannot afford to spend many hours on a trip to Canada every
couple of months.3® Lastly, U.S. insurance does not help cover the cost of prescription drugs
purchased at Canadian pharmacies, as those pharmacies would be out-of-network. Although
medications in Canada are generally listed at a lower price than they are in the U.S.,3* a patient
might be able to access some medications at a lower cost in the U.S. than in Canada with
insurance. Taken together, these barriers minimize the potential savings through personal drug
importation as fewer patients are realistically able to take advantage of lower Canadian prices.

Thus, to make drug importation effective at scale, HHS has promulgated rules to create
a system of prescription drug importation from Canada, carving out an exception to these

rules.® There are three primary entities, as defined by the HHS rules, in this importation
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system: the Section 804 Importation Program Sponsors (SIP sponsors), foreign sellers, and
importers.3® SIP sponsors are responsible for providing regulation and oversight to the an
importation program; a sponsor must be a state or Indian tribe.3” Foreign sellers are Canadian
manufacturers, distributors, or other entities that have a Drug Establishment License.® Lastly,
importers are U.S. wholesalers or pharmacists.>

At a high-level, the importation programs are very simple: importers purchase eligible
prescription drugs* from foreign sellers, with SIP sponsors in charge of overseeing and
implementing safety precautions.*! There are many restrictions placed on these programs, some
of which are for safety reasons.*> For example, importation proposals may only designate one
foreign seller and one importer to start.*> However, additional foreign sellers and importers
may be incorporated into the importation program later on.** Additionally, the importers are
required to test a sampling of the imported prescription drugs to ensure the drug is what it is
supposed to be.*

II.  Drug Importation (In)Action
As of April 2022, no state importation plan has been approved by the FDA, even though

tive states have submitted plans over the past two years.*® However, significant logistical work
has been accomplished in the meantime. For instance, Florida has contracted with a wholesaler

21 C.F.R. § 251.2 (2020).

721 C.F.R. §251.2 (2020). Two years after the start of any importation program under these rules, if the
Secretary determines that programs without a state or Indian tribe sponsor can assure safety, the FDA
will be able to approve programs without a government sponsor. Id.

%21 C.F.R. §251.2 (2020). Under Canadian law, a Drug Establishment License is required to participate
in certain activities, including manufacturing, importing, distributing, wholesaling, packaging, and
testing prescription drugs. Food and Drug Regulations (C.R.C. c. 870) C.01A.004 (1). https:/ /laws-
lois.justice.gc.ca/eng/regulations/C.R.C.,_c._870/page-112.html#docCont

21 C.F.R. §251.2 (2020).

0 Eligible prescription drugs are those which are approved for sale in both the U.S. and Canada. 21 C.F.R.
§ 251.2 (2020). Some exclusions apply to this, including medicines which are not typically meant to be
taken at home, like those taken intravenously. Id. Interestingly, all biologics are ineligible to be
imported. Id.

# For instance, SIP sponsors must ensure that distribution chain is maintains the safety of the prescription
drugs, 21 C.F.R. § 251.14 (2020), and must submit reports to the FDA regarding importation data. 21
C.F.R. §251.19 (2020).

> E.g., biologics cannot be imported, infra note 55, and program sponsors must submit periodic reports to
the FDA, 21 C.F.R. § 251.19 (2020).
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#21 C.EF.R. §251.17(d) (2020).

46 These states are Florida, Colorado, Vermont, Maine, and New Mexico. Adriel Bettelheim, FDA MULLS
DRUG IMPORTATION WITH STATES, AXIOS (April 12, 2022), https:/ / www.axios.com/fda-mulls-drug-
importation-with-states-b2f50bea-00b6-47fd-8f6d-
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mail&_hsmi=209771218&_hsenc=p2 ANqtz-
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to provide importation services.#” One possible reason for delay in approval is that the Biden
administration may be wavering on how much political support to give this policy. Although
the Biden administration has chosen to defend the regulations against PhARMA’s lawsuit, the
Biden also defended the regulations on the grounds that state importation plans might not be
approved in the foreseeable future.*® This suggests that the Biden administration may be
concerned about fully supporting this policy until many of the political and policy hurdles
standing in the way of making drug importation effective can be cleared.

The most prominent critique of the drug importation policy is that a lack of supply of
prescription drugs in Canada might make such a policy ineffective. Commentators have said
for years that the relatively small volume of prescription drugs in Canada compared to the
volume that would be required to fulfill U.S. demand.* And now, Canada instated an export
ban on prescription drugs to the U.S., fearing that importation would cause shortages.”® Canada
health authorities report that on any given day, 5-15% of prescription drugs approved in
Canada are experiencing a shortage.” As of March 2022, Canada has not given any indication
that it will lift this ban.

That said, this concern may be overexaggerated. Some states, such as Florida, will only
import drugs that are in surplus or in excess of what’s normally made, which would prevent a
shortage from occurring.”? Additionally, it remains unclear which prescription drugs in Canada
are actually experiencing shortages. These drugs may not be drugs that U.S. states want to
import, either because they are not frequently prescribed or because the price difference is

insignificant for a particular prescription drug.
IV.  Current Problems with the Regulations
Although the promulgated regulations highlight the progress made in implemented a

drug importation policy, the current regulations have some serious drawbacks. The first
problem with the regulations is the categories of prescription drugs not eligible to be

¥ Aaron Kunkler, An Update on the Florida Prescription Drug Importation Plans, STATE OF REFORM (Nov. 10,
2022), https:/ / stateofreform.com /news/ florida/2021 /11 / an-update-on-the-florida-prescription-drug-
importation-plan/.

48 Reply in Support of Defendants” Motion to Dismiss the First Amended Complaint, Pharmaceutical
Research Manufacturers of America v. U.S. Department of Health and Human Services, No. 1:20-cv-
03402-TJK (D.C. Cir. Oct. 28, 2021).

* Health Care and the 2004 Elections: Prescription Drug Costs, KFF (Sept. 2, 2004),

https:/ / www.kff.org/health-costs/issue-brief / health-care-and-the-2004-elections-prescription /.

>0 Interim Order Respecting Drug Shortages (Safeguarding the Drug Supply), Government of Canada
(Nov. 27, 2020), https:/ /www.canada.ca/en/health-canada/services / drugs-health-

produc’ﬁ / compliance-enforcement/importation-exportation / interim-order-drug-shortages-protecting-
supply.html.

! lgcl))r}a, complete list of which drugs are experiencing a shortage, see Drug Shortages Canada,
Government of Canada, https:/ / www.drugshortagescanada.ca/ (last accessed March 2, 2022).

>2 Kunkler, supra note 47.



imported.>® Notably, there are categories currently excluded that should be included: biologics
and intravenously infused drugs. Biologics are medicines manufactured through a biologic
process, and tend to be much more expensive than traditional small-molecule and chemically
manufactured drugs.>* Many novel and cutting edge medicines are biologics, including
expensive and effective cancer treatments, as well as insulin medications, which are required by
millions of Americans. However, biologics are not considered eligible for importation under
the current regulations.® Similarly, intravenously injected drugs are not considered eligible.>
Intravenously injected drugs can be either small-molecule or biologic in nature; many expensive
cancer drugs are intravenously injected, along with other expensive medicines. By categorically
excluding these categories of medicines from the importation program, millions of Americans
are unable to access more affordably priced doses of their medications.

Second, the regulations only allow importation from Canada.” As previously discussed,
one of the most prevalent critiques of this policy is that Canada, given its much smaller
population relative to the U.S., would be unlikely to practically meet the U.S. demand for
prescription medication. Strictly limiting importations to be from Canada plays into the
narrative that drugs imported from abroad are dangerous. Although the FDA notes that
“medicines from outside the legitimate U.S. drug supply chain do not have the same assurance
of safety, effectiveness and quality as drugs subject to FDA oversight,”*8 this assertion is
overblown. First, it’s important to note that there are at least some safe and effective
prescription drugs outside the U.S.. Many countries, including Canada, have laws carefully
regulating the production, marketing approval, and distribution of prescription drugs.> Similar
to the U.S., Canada also imports many prescription drugs from abroad, and similarly conducts
inspections and regulates foreign manufacturing plants to ensure the safety of prescription
drugs.®® Although there are plenty of legitimate safety concerns related to drug importation,

such as the prescription drug being misbranded or not containing the correct active ingredient,

521 C.F.R. § 251.2(2) (2020).

> What Are “Biologics” Questions and Answers, U.S. FOOD & DRUG ADMINISTRATION (Feb. 6, 2018),

https:/ /www.fda.gov/about-fda/ center-biologics-evaluation-and-research-cber / what-are-biologics-
questions-and-answers.

521 C.E.R. § 251.2(2)(ii) (2020).

%21 C.F.R. § 251.2(2)(iii) (2020).

°7 This is because foreign sellers in the importation programs must be established within Canada. Id.

% https:/ / www.fda.gov/drugs/ guidance-compliance-regulatory-information /human-drug-imports

> For instance, in Canada, the Food and Drugs Act governs the approval, manufacturing, and
distribution of prescription drugs. Further, it gives the government power to promulgate regulations,
including relating to “the sale or the conditions of sale of any food, drug, cosmetic or device,” R.S.C. 1985,
c. F-27, 5. 30(1)(b)(iii), as well as “the method of manufacture, preparation, preserving, packing, storing
and testing of any food, drug, cosmetic or device in the interest of, or for the prevention of injury to, the
health of the purchaser or consumer.” R.S.C. 1985, c. F-27, s. 30(1)(e). The regulations accompanying the
Act are found in Can. Reg. 870.

% Alan Cassels, Most of Our Prescription Drugs Are Manufactured Overseas — But Are They Safe?, 184(14)
CANADIAN MEDICAL ASSOCIATION JOURNAL 1648 (Oct. 2, 2012),

https:/ /www.ncbi.nlm.nih.gov/pmc/ articles/ PMC3470633 /.



these arguments do not apply to well-regulated countries like France, Germany, and Japan.
Second, many prescription drugs, such Eli Lily’s insulin products,! are manufactured in the
U.S. and the exported to places like Canada;® re-importing these medicines poses little threat
since they have been consistently regulated by the FDA and Canada Health.

V.  Opportunities for Improvement

The first area for improvement with this policy is to expand the list of available
countries to import from beyond Canada. This would help the United States, as the country
would have access to a larger number of prescription drugs to import, and thus would be better
able to meet the U.S. demand. This would also Canada, as the export burden could be shared
across many countries, lessening the burden felt by any one particular country. Unfortunately,
it is unlikely that HHS could administratively expand the list of importing countries. The
Secretary of HHS is given the power to promulgate rules about importing prescription drugs
“from Canada”, but no other countries are explicitly mentioned in the enabling statute.®® Given
this, it’s unlikely that HHS has currently has the power to amend the regulations to include
additional countries.

Relatedly, many very expensive and widely used prescription drugs are not eligible for
importation. Biologics, which include widely used insulin medications and very expensive
specialty cancer drugs, are excluded from the list of eligible imports.®* This category of drugs
accounts for a large portion of prescription drug spending in the U.S.; insulin alone is essential
for about 8.3 million Americans.®> Although biologics only accounted for 2% of the number of
prescriptions in the U.S. in 2017, biologics represent 37% of all spending on prescription drugs.®
Changing the statute to allow the importation of biologics could help provide significant cost
savings within the U.S., and significant financial relief to patients.

Lastly, there is an opportunity to incentivize Canadian partnership with drug
importation. One idea is that Canada collect an export tax on prescription drugs imported by
the U.S.. Given that prescription drugs tend to be about 218% more expensive in the U.S. than

in Canada,®”” a nominal tax of 5-10% could mean significant revenue (with volume) for Canada,
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while still preserving significant cost savings for the U.S.. The exact financial arrangement
could take many forms in light of international free trade agreements and other treaties to lower
taxes on global trade. Whatever the form, this economic incentive could help make this
arrangement mutually beneficial for both countries.

As previously discussed, there is great concern in Canada that a U.S. drug importation
plan could exacerbate prescription drug shortages in the country. This concern has been so
great that Canada has placed a ban on exporting prescription drugs to the U.S..8 Accordingly,
building a partnership with Canada to ensure a robust supply of prescription drugs remains for
Canada will be helpful to make this policy effective.

Any new prescription drug shortages in Canada would primarily be the fault of drug
manufacturers, not state importation plans. After all, as businesses, drug manufacturers should
be responding to supply and demand to increase output. Moreover, any net increase in
manufacturing output should be nominal, since the global need for prescription drugs would
not be increasing; only where the drugs are purchased would be changing. Thus, a new
shortage in Canada would be caused by manufacturers not participating in the free market.

One course of action that drug manufacturers could take is to limit the sales of their
prescription drugs within Canada. On the far end of the extreme, a drug manufacturer could
stop selling their drug entirely in Canada as a way to boycott the importation programs; this
has happened before in other countries when unfavorable pharmaceutical policies were
implemented.®® A less drastic measure would be to place a cap on sales within Canada, such
that only enough units are sold to supply the people in Canada.

Another possible outcome would be for manufacturers to limit sales to participating
wholesalers and importers. As previously mentioned, under U.S. law, a state must have an
agreement in place with a wholesaler before HHS will approve the state’s drug importation
program.”” There are many wholesalers currently licensed in Canada; it’s unlikely that they
would all be engaged in a state drug importation program. One option available to drug
manufacturers is to stop selling to any wholesalers who have an agreement to partake in a state
drug importation program.

To solve the problem of drug manufacturers refusing to increase sales to wholesalers
who wish to import drugs into the U.S., the FTC should recognize the anticompetitive effects of
drug manufacturers refusing to increase sales to wholesalers and use its existing authority

under the Federal Trade Commission Act to remedy this problem. The FTC has broad authority
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to prevent “unfair methods of competition” which it has historically used to rectify traditional
antitrust violations, and broader anticompetitive behavior.”

On its face, refusal to sell, or increase sales, of insulin is anticompetitive because it
artificially preserves the high price of insulin in the U.S.. Should a lower-priced insulin product
enter the U.S. market, competition would require sellers to make a choice: either lower the cost
of their products, or lose market-share. The big three drug manufacturers, as for-profit entities,
will aim to maximize profits and so want to avoid such a choice by preventing the lower-priced
insulin from entering the U.S. market altogether. Of course, this not only harms competition,
but consumers as well. Although the full analysis of this anticompetitive nature and the FTC’s
powers to intervene are beyond the scope of this paper, it's worth noting that the FTC has
recently recognized the importance of exercising a larger scope of authority granted by the FTC
Act, which could help include new applications of existing authority to situations like this.”?

VI Conclusion

The excessive price of prescription drugs in the U.S. demands new action. Although far
from a silver bullet, the importing prescription drugs from Canada has the political will behind
it to implement it, and with the right implementation, could help drive down prices. That said,
several changes to the current U.S. policy would make the state importation plans much more
effective. Expanding the eligible countries to import from and the prescription drugs eligible to
be imported would significantly widen the sustainability and impact of this policy. Relatedly,
enhancing the policy to create incentives for Canadian support of this policy could help lift
barriers, while U.S. enforcement of existing competition laws could help ensure there is

sufficient supply in Canada to import.
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