Nnited States Denate

WASHINGTON, DC 20510

May 21, 2024

The Honorable Merrick B. Garland
Attorney General

U.S. Department of Justice

Office of the Attorney General

950 Pennsylvania Ave., NW
Washington, DC 20530

Dear Attorney General Garland:

We respectfully request that you immediately rescind the Office of Legal Counsel’s (OLC) May
3, 2019, memorandum entitled “Whether the Food and Drug Administration Has Jurisdiction
over Articles Intended for Use in Lawful Executions” (“OLC opinion”). The Department of
Justice’s (DOJ) OLC opinion incorrectly found that the Food and Drug Administration (FDA)
lacks jurisdiction to regulate drugs intended for use in executions.' The opinion is deeply flawed
— both legally and morally — and has posed unnecessary risks for individuals on death row,
including the risk of suffering a botched execution. You have the authority to reverse the opinion
without waiting for the DOJ Office of Legal Policy’s (OLP) ongoing review of the federal death
penalty protocol. We urge you to do so immediately.

The OLC issued its opinion after the FDA blocked Texas’ attempts in 2015 to import 1,000 vials
of unapproved sodium thiopental for use in lethal injections.” The FDA confiscated the vials at
the airport in Houston after U.S. Customs and Border Protection agents seized the shipment
pursuant to the federal Food, Drug, and Cosmetic Act (FDCA), which requires that drugs that are
forbidden, adulterated, misbranded, or unapproved “be refused admission.” The FDA was also
complying with a 2012 court order by the United States District Court for the District of
Columbia mandating that the agency refuse admission of unapproved or misbranded sodium
thiopental into the country;* the D.C. Circuit Court of Appeals subsequently upheld the decision.
Despite the established precedent, in 2019, the OLC found that the FDA lacked jurisdiction not
only to block the import of foreign lethal injection drugs, but to regulate those drugs altogether.
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The OLC opinion is flawed in several regards. First, the plain language of the FDCA authorizes
the FDA to regulate “drugs,” which are defined to include “articles . . . intended to affect the
structure or any function of the body of man or other animals.” In its opinion, OLC conceded
that “[a]rticles used in capital punishment do literally ‘affect the structure or any function of the
body’ by causing all bodily functions to cease.”®

Despite the statutory language, the OLC reasoned that the FDA could not possibly be allowed to
regulate lethal injection drugs because they are inherently unsafe (and indeed are designed to
kill). Thus, the FDA would be required to ban them altogether, yet capital punishment has for
centuries been permitted by state and federal law.” We note, as an initial matter, that the OLC
appeared to presume the death penalty must persist, even as use of the practice has plummeted
and judicial skepticism of its constitutionality has risen.® That aside, the OLC’s argument also
ignores the possibility that remedies beyond a ban on lethal injections could be available to the
FDA. The FDA could seek to minimize the risk of a botched or needlessly painful execution’ —
just as it does when regulating animal euthanasia drugs.'® Furthermore, the reasoning implies that
states or the federal government would need to rely on drugs in order to carry out the death
penalty, despite the fact that the majority of executing states have alternative means of carrying it
out that don’t involve the use of drugs."

Instead, the OLC’s opinion leaves individuals on death row with no regulatory protection from
“an unnecessary risk that they will not be anesthetized properly prior to execution”'? or will face
“a painful and prolonged dying process.”"* A new study reveals that the unregulated nature of
execution drugs — which are sometimes expired, contaminated, sub-potent, or otherwise
degraded — contributes to botched executions, often resulting in individuals writhing in pain for
an hour or more." Such risks of “severe and gratuitous pain” undermine the FDCA’s goals,'® and
as the Supreme Court has instructed, the FDCA must “be given a liberal construction consistent
with the Act’s overriding purpose to protect the public health.”'
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The OLC opinion endangers not only individuals facing execution but also patients across the
United States who depend on the FDA to ensure the safety of medications. The opinion
effectively strips the FDA’s ability to ensure that drug products imported into the country are
safe and effective. As prominent public health scholars have noted, once an illicit supply chain
opens, there is a serious risk of diversion into the patient market.'” Experts including former FDA
Commissioner Margaret A. Hamburg have warned this could lead to a product safety
emergency.'® Among many concerns, this could also create a new and dangerous supply chain
for fentanyl, which is used by some states for lethal injection."

Beyond contradicting the language and purpose of the FDCA, the OLC opinion also conflicts
with federal court precedent. In decisions rendered before and after the OLC opinion, the D.C.
Circuit has applied the FDCA to drugs intended for use in executions. A year after the OLC
opinion, the court noted that “binding precedent in this circuit” establishes that the FDA has
jurisdiction over the drugs used in lethal injections.” Prior cases held that FDA was legally
obligated to block the import of unapproved, foreign drugs intended for executions, in order to
protect public health.” The OLC opinion’s reasoning fails to square with this well-established
precedent. Instead, the OLC relied heavily on the Supreme Court’s 2000 decision in Food &
Drug Administration v. Brown & Williamson Tobacco Corporation, which found that the FDA
lacked jurisdiction to regulate tobacco.? Putting aside that decision’s weaknesses, discussed by
four dissenting Justices, Brown is distinguishable; the OLC pointed to the fact that Congress
enacted several federal statutes addressing the health issues related to tobacco without expressly
granting the FDA the authority to regulate tobacco, as evidence that the FDA did not have
jurisdiction to regulate it. There are no analogous federal laws addressing lethal injection drugs.”

The death penalty in America has long been plagued by intolerable racial injustices and
disparities.** As of 2022, Black and Hispanic Americans represented 53% of people on death row
despite making up only 31% of the U.S. population.” And new findings show that Black people
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sentenced to death had 220% higher odds of facing a botched execution than White people.*® The
use of unapproved and unsafe drugs for lethal injection further perpetuates the disproportionate
impact capital punishment on people of color — this time through botched executions.”’

This misguided OLC opinion is inconsistent with the principles of fairness and justice,
undermines drug safety, and facilitates legally dubious state execution methods. It blocks the
FDA from intervening when states obtain unmarked vials from underground suppliers, inject
their citizens with contaminated solutions, and cause needlessly painful deaths. And particularly
when “the government argues that a lethal injection drug is legally and constitutionally
permissible because it will ensure a ‘humane’ death, it cannot then disclaim a responsibility to
comply with federal statutes enacted to ensure that the drugs operate humanely.”* As Justice

Sotomayor recently posited about these “experiments with human life’: “the world is
watching.””

We urge you to immediately rescind the 2019 OLC opinion on FDA jurisdiction over execution
drugs. The DOJ under the current Administration has reversed previous OLC opinions that were
legally unsound and should do so here.* President Biden committed this Administration to
public health, racial justice, and human rights. While we are pleased that DOJ has imposed a
moratorium on federal executions pending a review of policies and procedures, that deliberative
process does not prohibit rescission of the OLC opinion.

Thank you for your prompt attention to this matter.

Sincerely,

Cory A. Booker Elizhbeth Warren
United States Senator United States Senator
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