Nnited States Denate

WASHINGTON, DC 20510

August 6, 2024
The Honorable Merrick Garland The Honorable Anne Milgram
Attorney General Administrator
United States Department of Justice United States Drug Enforcement
950 Pennsylvania Avenue, NW Administration
Washington, D.C. 20530 8701 Morrissette Drive
Springfield, VA 22152

The Honorable Robert M. Califf, M.D.
Commissioner of Food and Drugs
U.S. Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993

Dear Attorney General Garland, Commissioner Califf and Administrator Milgram:

We write to express continued concern about the lack of rigorous federal oversight of lethal
injection drugs. On May 22, 2024, we wrote to you to highlight concerns about the hands-off
regulatory approach the Food and Drug Administration (FDA) and Drug Enforcement
Administration (DEA) appear to have taken regarding drugs intended for executions.' We requested
that the Department of Justice immediately rescind the Office of Legal Counsel’s (OLC) Trump-era
memorandum opining that the FDA lacks jurisdiction over drugs intended for executions,? and we
urged the FDA to exercise its authority to regulate these drugs. Since then, new reports have
confirmed ongoing abuses, reinforcing the need for enhanced regulatory scrutiny of lethal injection
drugs.’

The supply chains for lethal injection drugs are shrouded in secrecy.* The clandestine nature
of the supply makes it difficult to ensure that the drugs meet necessary safety standards. The drugs
themselves are often poor quality and compounded, resulting in shorter shelf lives and a higher
potential for contamination.” The combination of illicit drug procurement, poor-quality drugs mixed
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into untested cocktails, and expedited procedures contributes to botched executions® — which Black
people on death row have faced at an approximately 220% higher rate than their White counterparts.’

A new investigation released last month has demonstrated why it is critical for the DEA and
FDA to promptly increase their enforcement of regulations regarding dangerous drugs used in lethal
injections.® Texas resorted to sourcing lethal injection drugs from a compounding pharmacy in San
Antonio, the Rite-Away Pharmacy, after major pharmaceutical companies refused to sell such drugs
to the state. National Public Radio (NPR) revealed troubling practices at the Rite-Away.” The
pharmacy has a history of citations for safety and cleanliness violations, including a failure to
maintain sterile conditions and improper record-keeping, among other infractions.'® Employees
delivered the drug ingredients in unmarked vehicles to avoid attracting attention.'' Another branch of
the same pharmacy had previously been sued by the federal government for dispensing medications
without valid prescriptions, falsifying records, and providing high doses of fentanyl without a
legitimate medical purpose'? — suggesting a pattern of wrongdoing by the pharmacy that Texas
selected as its lethal injection supplier.
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This is not the only disturbing recent report. Utah is currently considering using the
dangerous anesthetic ketamine along with fentanyl in an upcoming execution, if it is unable to obtain
the common lethal injection drug pentobarbital."> Utah would be the first state in the country to use
ketamine in an execution and would experimentally combine it with fentanyl and potassium
chloride." The individual slated for execution has argued that this combination could cause severe
pain, hallucinations, and “mental anguish.”"” Utah has revealed little about how the state is procuring
fentanyl and ketamine, or about safeguards for preventing those dangerous drugs from leaking from
the state’s supply chain and reaching the general public.'®

The FDA and DEA have the regulatory authority to prevent the procurement of dangerous,
low-quality drugs from secretive suppliers with a history of regulatory infractions."” We therefore
reiterate our May 2024 request for information about the FDA’s and DEA’s plans to increase
enforcement of their regulations in the context of lethal injection drugs, in order to ensure a secure
supply chain for these dangerous drugs and to reduce the risk of needlessly painful botched
executions. Furthermore, we again urge prompt revocation of the 2019 OLC opinion regarding the
FDA'’s jurisdiction over lethal injection drugs.

Thank you for your attention to this important matter.

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