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Sen. Sanders Introduces Drug Importation Bill on Feb. 28

On Feb. 28, Sen. Bernie Sanders, 1-Vt., introduced S. 469, The Affordable and Safe Prescription Drug
Importation Act, which would amend the Federal Food, Drug and Cosmetic Act to allow importation of
drugs from Canada and possibly other countries. The bill’s 19 original co-sponsors include Sens. Cory
Booker, D-N.J., and Bob Casey, D-Pa., both of whom voted against a drug importation amendment that Sen.
Sanders offered during the January budget resolution debate. The bill has been referred to the Senate
Committee on Health, Education, Labor and Pensions and currently has 20 co-sponsors.

Initial Importation From Canada With Possibility for Expansion. S. 469 directs the Department of
Health and Human Services (HHS) Secretary to promulgate regulations within 180 days of enactment
permitting the importation of prescription drugs by individuals, wholesalers and pharmacies. For the first
two years, importation would be permitted only from Canada but could then be expanded to include other
countries that are members of the Organisation for Economic Co-operation and Development and have
standards similar to those in the United States for regulation of prescription drugs.

Regulation of Foreign Sellers. Foreign sellers, including foreign pharmacies and wholesale distributors,
would be required to be certified by the HHS Secretary and could purchase drugs for import into the United
States only from Food and Drug Administration-inspected manufacturers.

Standards and Limits on Drugs for Import. Drugs eligible for importation would be required to have
the same active ingredient, route of administration and strength as a prescription drug approved in the
United States. While individuals would be permitted to purchase a 90-day personal supply pursuant to a
valid prescription issued by a U.S.-based provider, certain types of drugs, such as biologics and insulin, could
be imported only by wholesalers or pharmacies. Additionally, controlled substances, compound drugs and
anesthetic drugs inhaled during surgery would be prohibited for import entirely.

Other relevant provisions of the bill are outlined below:

e The bill would require several supply chain security measures, including importation tracing, and
would require importers to submit biannual reports to the HHS Secretary with information about the
importation of qualified prescription drugs.

Sidley Austin provides this information as a service to clients and other friends for educational purposes only. It should not be construed or relied on as legal advice or to create a
lawyer-client relationship. Attorney Advertising: For purposes of compliance with New York State Bar rules, our headquarters are Sidley Austin LLP, 787 Seventh Ave., New York, NY
10019, +1 212 839 5300; 1 S. Dearborn, Chicago, IL 60603, +1 312 853 7000; and 1501 K St. NW, Washington, DC 20005, +1 202 736 8000.



SIDLEY UPDATE
Page 2

e The HHS Secretary would have the authority to suspend importation of a specific drug or a certified
foreign seller for patterns of importation of counterfeit or recalled drugs, or other related violations.
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Sidley Government Strategies Practice

Sidley’s Government Strategies group works at the crossroads of law and policy, helping clients develop and implement
strategies that protect and further their business interests. Multiple institutions influence the development of federal law and
policy — including the legislative, executive and judicial branches of government as well as the private and nonprofit sectors.
The professionals in our Government Strategies practice work with our clients to assist them in understanding and managing
these multiple influences in a successful manner. Our group features a 28-year veteran of the U.S. House of Representatives
who chaired the Energy and Commerce Committee’s Subcommittee on Energy and Air Quality, a former Acting U.S. Attorney
General, former General Counsels for the Environmental Protection Agency, the Office of Management and Budget and the
Department of Agriculture, and former Counselors to the Secretary of the Department of Health and Human Services, among
others who have filled high-profile posts. A number of our lawyers have had major roles in the drafting, enactment and
regulatory implementation of landmark laws. This rare mix of leadership translates to an unusual level of value for our clients.

Sidley Healthcare Practice

Our Healthcare Practice represents participants in all facets of the healthcare industry, including pharmaceutical, biotech and
device companies, durable medical equipment suppliers, hospitals, skilled nursing facilities, physician-owned companies,
professional associations and research institutions. Our lawyers combine a strong background in the complexities of healthcare
financing and delivery, including coding, reimbursement and coverage issues, privacy and security, trade regulation and
competition. We have extensive experience representing clients on enforcement and regulatory matters before federal and
state enforcement agencies.

For more information and updates, please visit our Health Matters: Navigating ACA Reform website.
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