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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

In the Matter of the
Federal Bureau of Prisons’ Execution
Protocol Cases,
LEAD CASE: Roane et al. v. Barr

THIS DOCUMENT RELATES TO:
Nelson v. Barr, et al., 20-cv-557

)
)
)
)
)
)
)
)
)
)
)

Case No. 19-mc-145 (TSC)

DEFENDANTS’ RESPONSE TO PLAINTIFF KEITH NELSON’S REQUEST TO
CLARIFY AND/OR AMEND ORDER AND ISSUE NEW INJUNCTION
This Court entered judgment for Plaintiff Keith Nelson on Count XI of the Amended
Complaint and enjoined Defendants from proceeding with the execution of Nelson, scheduled for
4 p.m. today, “until the government can comply with the requirements of the [Federal Food, Drug
and Cosmetic Act (FDCA)].” ECF No. 213. Upon Defendants’ emergency motion to stay or
vacate the permanent injunction issued by the Court, the D.C. Circuit vacated the injunction on the
basis that “inter alia, there are insufficient findings and conclusions that irreparable injury will
result from the statutory violation found by [this] court.” Roane v. Barr, No. 20-5260 (D.C. Cir.
Aug. 27, 2020) (citing eBay Inc. v. MercExchange, L.L.C., 547 U.S. 388, 391 (2006), and Withrow
v. Larkin, 421 U.S. 35, 44-45 (1975)). Nelson now asks the Court to “clarify or amend the Order
pursuant to Fed. R. Civ. P. 60(a) (or issue a new order) to include specific findings and conclusions
concerning the irreparable injury that will result from the statutory violation found by this Court
and enjoin the Government from proceeding with his execution scheduled for 4:00 pm today.
Nelson cannot establish that he will suffer irreparable injury to justify issuance of a
permanent injunction. According to Nelson, he faces irreparable injury if he is executed with the
administration of a drug both without the benefit of prescription (and thus physician involvement)
and without the benefit of using an approved (not compounded) drug – and the labeling, approval
and manufacturing quality requirements that apply to approved drugs – including, among other
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things, a scientifically established expiration date. Mot. at 2-3. His argument essentially is that it
is per se harm to be executed with a drug in violation of the FDCA. But the D.C. Circuit’s order
and the cases cited make clear that violations of the law are not per se irreparable harm, and that
further concrete irreparable injuries must be demonstrated to establish equitable entitlement to
injury. The Ninth Circuit’s recent ruling in United States v. Mitchell is instructive. There the
inmate argued that he would “suffer an irreparable harm, due to the possibility that he ‘could be
executed by means of an illegal protocol.’” 2020 WL 4815961 at *2 (9th Cir. Aug. 19, 2020).
The Ninth Circuit rejected this argument, concluding that Mitchell had not “carried his burden of
showing that it is more probable than not that he will suffer any irreparable harm.” Id. at *4. The
court’s rejection of Mitchell’s irreparable harm argument necessarily meant that Mitchell’s thenimpending execution, standing alone, cannot irreparable harm, and that a technical statutory
violation—whether of the FDPA as in Mitchell’s case, or the FDCA here—does not constitute
irreparable harm even if the inmate will be executed.
As for Nelson’s suggestion that because the FDCA regulation is intended to ensure a drug
is “safe and effective for its intended use” and thus any violation of such regulations would be
irreparable injury, that is incorrect in the death penalty context, where the “intended use” is actually
to kill the “patient” – i.e., the drug has certainly not “function[ing] as intended” unless Nelson
dies. Even assuming arguendo that the FDCA nevertheless applies, Nelson would still need to
show that violation of the specific prescription and compounding requirements poses a risk of
harm separate and apart from his death. Indeed, courts have so held. See Ringo v. Lombardi, No.
09-cv-4095, 2009 WL 1406980, at *3 (W.D. Mo. May 19, 2009) (denying stay of execution
because “it is uncertain how mere compliance with the CSA and FDCA would impact” inmate’s
execution); Ringo v. Lombardi, No. 09-cv-4095, 2010 WL 4103201, at *1–2 (W.D. Mo. Oct. 18,
2010) (“[A]ny harm to Mr. Nunley from being executed with a drug that is not prescribed by a
physician or approved by the FDA for the purpose of execution, is relatively small in comparison
to the State of Missouri's interest in having its death penalty enforced.”); Durr v. Strickland, No.
10-cv-288, 2010 WL 1610592, at *4 (S.D. Ohio Apr. 15, 2010) (describing alleged FDCA
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violation as “a technical violation of federal law” that suggests at most “an injury to” the state
officials, “not to” the inmate,” because the state officials could be prosecuted for violating federal
law), aff’d, 602 F.3d 788 (6th Cir. 2010).
As for the two specific risks Nelson identifies – notably, he identifies none from the mere
absence of a prescription in this context – neither suffices to establish irreparable injury. First,
Nelson argues that the drug BOP intends to use will be beyond their “scientifically established
expiration date.” Nelson did not identify this risk in his cross-motion for summary judgment and
therefore the Court should not consider it. Even if the Court were to consider it, Nelson has
produced no evidence that BOP intends to use expired drugs. In fact, as the Administrative
Record makes clear, BOP’s “General Guidelines for Compounding and Testing Pentobarbital
Sodium for Use in Executions” explicitly state that it will only use an injectable solution of
pentobarbital for an execution if “its expiration date has not passed.” AR at 1085; see also
United States v. Mitchell, C.A. No. 20-99009, DE 15 (9th Cir. Aug. 19, 2020) (Decl. of Rick
Winter ¶ 7) (representing to the Ninth Circuit that “BOP will only use chemicals in the execution
of Lezmond Mitchell that have an expiration date or beyond-use date that is after the date on
which his execution will be carried out”). Nelson cites no facts to indicate that BOP will deviate
from its Guidelines, much less facts that would overcome the well-settled presumption of good
faith to which agencies like BOP are entitled in carrying out their duties.
Second, Nelson argues that he would be harmed because the drug is compounded, and
thus, not FDA “approved.” Mot. at 2. Any risk of using an unapproved drug is purely
speculative given that the Administrative Record clearly shows that the drugs BOP intends to use
have passed quality assurance testing, see AR 970–1015, 1075–1083, by two independent
laboratories. Moreover, BOP’s Guidelines specify that BOP will not use an injectable solution
of pentobarbital for an execution unless “it has passed quality assurance testing conducted by at
least one independent laboratory.” AR1085. Again, Nelson cites no facts to indicate that BOP
will deviate from its Guidelines and therefore cannot overcome the well-settled presumption of
good faith to which agencies like BOP are entitled. See Sussman v. U.S. Marshals Serv., 494
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F.3d 1106, 1117 (D.C. Cir. 2007); see also Riggs Nat’l Corp. & Subsidiaries v. Comm’r, 295
F.3d 16, 20 (D.C. Cir. 2002).
To the extent Nelson is concerned about the risk of using a drug from a compounding
pharmacy, the Administrative Record makes clear that BOP’s contractor pharmacy is subject to
the FDA’s “Current Good Manufacturing Practice (‘CGMP’) requirements,” 21 C.F.R. Pts. 201 &
211, it ordinarily must comply with CGMP requirements, is inspected by the Food and Drug
Administration (FDA), and must meet certain other conditions, such as reporting adverse events.
The FDA’s CGMP regulations require the Pharmacy to subject samples from each batch of
compounded injectable solution it produces to quality assurance testing by an independent
laboratory to ensure that the batch meets appropriate specifications and statistical quality control
criteria before it is released. AR1084. Nelson has identified no facts to suggest that any of these
safety measures would be enhanced by a prescription from a physician.
Furthermore, it would not be proper at this point in the litigation for the Court to credit
Nelson’s claims of injury from an alleged FDCA violation. In order to conclude at the summaryjudgment stage that there is a risk of irreparable harm resulting from Nelson’s FDCA claim, as is
required for a permanent injunction, the Court would need to weigh the competing evidence and
conclude that there is no “genuine issues of material fact.” Cobell v. Norton, 391 F.3d 251, 261
(D.C. Cir. 2004) (reversing injunction entered without evidentiary hearing in the face of disputed
facts as an “abuse of discretion). The government strongly contests Nelson’s allegations of harm
resulting specifically from any violation of the FDCA, and, as discussed above, the evidence in
the record strongly suggests that no such harm will result. And simply crediting Nelson’s evidence
over the government’s, without a hearing or the opportunity for the government to test Nelson’s
claims would be improper.

See id. (concluding that the district court erred by entering a

preliminary injunction without holding an evidentiary hearing given disputed issues of fact). Nor
would it be proper for the Court to enter an injunction at this late stage in order to conduct the
further fact-finding that would be required in order to credit Nelson’s evidence. See Dunn v.
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McNabb, 139 S. Ct. 369 (2017) (vacating injunction of execution for failure to satisfy “‘all of the
requirements of a stay’” (quoting Hill v. McDonough, 547 U.S. 573, 584 (2016)).
Finally, the course of events until now strongly reinforces the absence of any cognizable
irreparable harm. In litigation surrounding the July executions, this Court expressly declined to
rely on the inmates’ FDCA claim when it issued an injunction on July 13, the day of Daniel Lee’s
planned execution. If the court’s position was that lack of a prescription actually constituted
cognizable irreparable harm even in the context of lethal injection, the court presumably would
have issued such a holding before Lee was executed. It did not do so. Moreover, Supreme Court’s
vacatur of that FDCA-based preliminary injunction, which permitted Wesley Purkey and Dustin
Honken’s executions to proceed despite identical alleged harm, underscores the propriety of
staying or vacating the injunction here. See No. 20A10. If Nelson’s contentions were correct,
four federal inmates executed without a pentobarbital prescription in the last two months -- Lee,
Purkey, Honken, and Lezmond Mitchell, who was executed two days ago—would all have been
subjected to irreparable harm. Nelson cannot explain how to square that position with this Court’s
decisions in those cases.
As the D.C. Circuit’s Order yesterday made clear, the lack of a factual finding of irreparable
injury is only one of the deficiencies in the permanent injunction issued by this Court. In addition
to irreparable injury, a plaintiff seeking a permanent injunction must also show that “considering
the balance of hardships between the plaintiff and defendant, a remedy in equity is warranted; and
that the public interest would not be disserved by a permanent injunction.” eBay Inc. 547 U.S. at
390. Nelson cannot make that showing.
The Supreme Court has repeatedly warned against last-minute injunctions in the death
penalty context, including in this case, see Lee v. Barr, No. 20A8 at 3, 591 U.S. __ (2020) (“‘Lastminute stays’ like that issued this morning ‘should be the extreme exception, not the norm.’”).
This case is not an extreme exception. Pentobarbital has been used in over one hundred executions
over the last ten years without incident. Id. In none of those cases was the purported FDCA
violation at issue here found to provide just cause to stop an execution at the last minute. This
5
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case should not be the first, particularly in light of the fact that the Supreme Court already vacated
this Court’s preliminary injunction on the same grounds without a noted dissent in another last
minute order last month. Purkey v. Barr, 20A12, 591 U.S. ___ (2020). Nelson cannot dispute the
government’s overwhelming interest in the enforcement of the criminal sentences imposed by
unanimous federal juries after fair trials and upheld through extensive appellate and postconviction proceedings in federal courts. See Bucklew, 139 S. Ct. at 1123. The American people
have chosen to make capital punishment available in the federal system; if that decision is to be
given meaningful effect, sentences must be enforced in cases like these. Although this Court
asserted that “the potential harm to the government caused by a delayed execution is not
substantial,” Mem. Op. at 14, the Supreme Court has rejected that view, emphasizing that “[b]oth
the [government] and the victims of crime have an important interest in the timely enforcement of
a [death] sentence,” Bucklew, 139 S. Ct. at 1133 (quoting Hill, 547 U.S. at 584); see also Calderon,
523 U.S. 556 (explaining that once post-conviction proceedings “have run their course . . . finality
acquires an added moral dimension”). “Only with an assurance of real finality can the
[government] execute its moral judgment in a case,” and “[o]nly with real finality can the victims
of crime move forward knowing the moral judgment will be carried out.” Calderon, 523 U.S. at
556. Unduly delaying executions can frustrate the death penalty by undermining its retributive and
deterrent functions. See Bucklew, 139 S. Ct. at 1134; id. at 1144 (Breyer, J., dissenting). For these
reasons, Judge Katsas concluded in his concurrence that this Court erred in finding that the balance
of equities was in Plaintiffs’ favor. See In re Fed. Bureau of Prisons’ Execution Protocol Cases,
955 F.3d at 126 (“In this case, the district court failed to recognize the important governmental
and public interest in the timely implementation of capital punishment.”). At base, having ended
ten-year-old Pamela Butler’s life by raping her and strangling her with a wire, Nelson demands
that his execution by the sedative pentobarbital be halted until it is accompanied by a prescription.
Pamela’s mother and other loved ones are currently waiting in Terre Haute, Indiana for the
implementation of a lawful sentence issued over eighteen years ago in response to that horrific
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crime. The equities here do not come close to warranting the truly last-minute injunction Nelson
seeks.

CONCLUSION
For the foregoing reasons, Defendants respectfully request that this Court deny Nelson’s
request to enjoin his execution scheduled for today at 4:00 pm.
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