In Re: Ohio Execution Protocol Litigation Doc. 948

IN THE UNITED STATES DISTRICT COURT
FOR THE SOUTHERN DISTRICT OF OHIO
EASTERN DIVISION AT COLUMBUS

In re: OHIO EXECUTION
PROTOCOL LITIGATION,
CaséNo. 2:11-cv-1016

ChiefJudgeEdmundA. Sargus,r.
MagistrateJudgeMichaelR. Merz

This Order relates to Plaintiffs
Phillips, Tibbetts, and Otte.

DECISION AND ORDER GRANTING IN PART AND DENYING IN
PART PLAINTIFFS’ MOTIONS FOR PRELIMINARY INJUNCTION

This consolidated case under 42 U.S§C1983 is brought by Ohio inmates under a
sentence of death and seeks relief from a numbassarted constitutional deficiencies in Ohio’s
new lethal injection protocol adopted October 7, 2016.

The above-named inmates and the State of Ohio unanimously consented to plenary
magistrate judge jurisdiction ev their cases (ECF No. 732)daChief Judge Sargus referred
these three cases on that basi€KENo. 734). Hence the Magistrate Judge is authorized to
decide the pending motions formmporary injunctive relief everhbugh they are classified as
“dispositive” motions under 28 U.S.C. 8 636(b)(1)(A).

This Decision and Order embodies the findiofgact and conclusions of law required

for a preliminary injunction decision under Fed.@v. P. 52. They areot binding at trial on
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the merits. United States v. Edward Rose & SoB&4 F.3d 258, 261 {6Cir. 2014), citingUniv.
of Texas v. Camenisc#51 U.S.390, 395 (1981).
In the most recent preliminamjunction decision in thisase, Judge Frost wrote:

The recent history of this litigath and its often frstrating factual
developments can be found in the following Opinion and Orders,
which this Court expressly ingoorates herein by referende: re
Ohio Execution Protocol Litigation (Phillips)No. 2:11-cv-1016,
2013 U.S. Dist. LEXIS 15968®013 WL 5963150 (S.D. Ohio
Nov. 7, 2013); In re Ohio Execution Protocol Litigation
(Hartman) 906 F. Supp. 2d 759 (S.D. Ohio 201R),re Ohio
Execution Protocol Litigation (Wilesg68 F. Supp. 2d 625 (S.D.
Ohio 2012),In re Ohio Execution Protocol Litigation (Lorraine)
840 F. Supp. 2d 1044 (S.D. Ohio 2012poey (Brooks) v. Kasich
Nos. 2:04-cv-1156, 2:09-cv-242:09-cv-823, 2:10-cv-27, 2011
U.S. Dist. LEXIS 128192, 2011 WL 5326141 (S.D. Ohio Nov. 4,
2011), andCooey (Smith) v. Kasict801 F. Supp. 2d 623 (S.D.
Ohio 2011).

In re Ohio Execution Protocol Litigatioi®94 F .Supp. 2d 906, 908, n.2 (S.D. Ohio 2014).
Rather than incorporatby reference another judge’s itimg, this Cout states it
considers itself bound by the law of the caseedtah these decisiorend by decisions of the

Sixth Circuit in prior appeals this case and 2:04-cv-1156.

Current Litigation Context

Most Ohio death row inmates are Plaintiffs in this case which has been pending under the
above case number since 2011 and under the prior cdptioay v. Strickland2:04-cv-1156,
since shortly after the Supreme@t authorized use of § 1983dtitack methods of execution in

Nelson v. Campbel§41 U.S. 637 (2004).



Each of the above-named three Plaintiffs ha execution date set between February 15
and April 12, 2017. Although execution dates for these three Plaintiffs were first set some time
ago, they have been extended by action of Gmreiohn Kasich several times, most recently by
Warrants of Reprieve as Riaintiffs Phillips and Tibbetts (ECF No. 848).

The intention of the State of Ohio to proceeith three executions in the first quarter of
2017 was announced to Plaintiffs’ counsel in opeart on October 3, 2016. At that time the
State also announced its intention to promigilgan October 7, 2016, the protocol by which the
executions would be carriedtoigee Minute Entry, ECF No. 655; Transcript, ECF No. 672).

Based on this announcement, the Court vacttedstay of these proceedings as to the
three named Plaintiffs and set a schedule fofiling of a Fourth Amended Complaint to reflect
the new protocol and the briefing of motions pyeliminary injunctive relief (Order Partially
Vacating Stay and Setting Sched;F No. 658). In complianogith that schedule, each of
these Plaintiffs filed a motiofor preliminary injunctive relief, including a stay of execution
(ECF Nos. 714, 715, 718). As required by thmeascheduling order, Defendants filed their
consolidated memorandum in oppasita week later (ECF No. 730).

To protect the decisional process of thettsiCircuit on the theqpending interlocutory
appeal in this case, the Coarttered a preliminary injunctigrendente litd ECF No. 834) which
was appealed by the State (ECF No. 841). $k¢h Circuit then deded the interlocutory
appeal on Judge Frostprotective orderFears v. Kasich_ F.3d ___, 2016 U.S. App. LEXIS
23424 (8' Cir. Dec. 30, 2016). This obviated the reason forptiedente litestay and it was
dissolved (ECF No. 910). The Court commet a five-day evidentiary hearing on the

preliminary injunction motions January 3, 2017.



The Pending Motions for Injunctive Relief

As provided in the Court’'s scheduling ordeach of the above-named Plaintiffs filed a
Fourth Amended Complaint on October 26, 20tb6address Ohio’s newly revised execution
protocol (ECF Nos. 691, 692, 695)Complying with the same Order, they each filed Motions
for Preliminary Injunction and concomitant stayf execution in November (ECF Nos. 714, 715,
718)?

Plaintiffs claim that theiexecutions under the new Ohiootocol would violate their
constitutional rights as follows:

1. Under the Cruel and Unusual Punishment Clause of the Eighth Amendment because the
new protocol embodies a reversion to a “enprimitive, less humane execution method”
than Ohio has heretofore used. (E.g.,rRitiiRaymond Tibbetts’ Fst Claim for Relief,
denominatedVilkerson-KemmleClaim and relying orWilkerson v. Utah99 U.S. 130
(1879);In re Kemmley 136 U.S. 436 (1890); antrop v. Dulles,356 U.S. 86 (1958).
Plaintiffs argue separate Eighth Amendmela@ims in their Proposed Findings as an
“evolving standards of decency”/“devolution” claim und@&rop and an Eighth
Amendment claim undanilkerson-Kemmlem which they are not required to prove an
available alternative method of execution.

2. Under the Cruel and Unusual Punishm@élguse of the Eighth Amendment because a

three-drug execution method which includesdazolam, a paralytic, and potassium

! The Sixth Circuit has previously held that the statute of limitations for a § 1983 action challenging a method of
execution begins to run anew any tithe execution protocol is amende@ooey (Beuke) v. Stricklané4 F.3d

939, 942 (8 Cir. 2010).

2 Plaintiffs Tibbetts and Otte make claims that do notlapewith those of Plaintiff Phillips. These non-overlapping
claims are not ripe and were not heancthe evidence in the early Januaeating. All three Rlintiffs included
requests for temporary restraining orders whiehraooted by the preliminary injunction hearing.
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chloride creates a substantial risk ofises harms (E.g., Plaintiff Raymond Tibbetts’
Third and Fourth Claims for Relief, denominat@dze-GlossipClaims and relying on
Baze v. Ree$53 U.S. 35 (2008), am@lossip v. Gross76 U.S.  , 135 S. Ct. 2726,
192 L. Ed. 2d 761 (2015).)

3. Under the Equal Protection Clause on a obdsmie theory and relying on the State of
Ohio’s alleged violations of prior execomi protocols (E.g., Plaintiff Raymond Tibbetts’
Eighth Claim for Relief).

4, On claims under the doctrines of judicial admissions, judiciappst, and promissory

estoppel (E.g., Plaintiff Raymond Tibbetts’ Sixth Claim for Relief).

Standard for Preliminary Injunctive Relief

In determining whether preliminary injunctivelief is merited in a&apital 8§ 1983 case, a
trial or appellate court appliesafiollowing established standards:

(1) whether [petitioner] has demonstrated a strong likelihood of
success on the merits; (2) whether he will suffer irreparable injury
in the absence of ejable relief; (3) whethethe stay will cause
substantial harm to others; and (¢hether the public interest is
best served by granting the st&yorkman v. Bredesed86 F.3d
896, 905 (6th Cir. 2007]N.E.]. Ohio Coal. for Homeless & Serv.
Employees Int'l Union, Local 1199 v. Blackwelb7 F.3d 999,
1009 (6th Cir. 2006). "These fact@ee not prerequisites that must
be met, but are interrelated coresigtions that must be balanced
together.” Mich. Coal. of RadioactiveMaterial Users, Inc. v.
Griepentrog,945 F.2d 150, 153 (6th Cir. 1991).

Cooey (Biros) v. Stricklancb89 F.3d 210, 218 {6Cir. 2009). Judge Bst applied these same
criteria in a prior preliminarynjunction decision in this casé re: Ohio Execution Protocol

Litig.(Lorraine), 840 F. Supp. 2d 1044, 1048 (S.D. Ohio 2012). They are consistently applied by
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the Sixth Circuit to preliminary injunctive relief requests across subject matter @keastreet
v. Lexington-Fayette Urban Co. Gow05 F.3d 566, 573 {6Cir. 2002) Nightclubs, Inc. v. City
of Paducah202 F.3d 884, 888 {6Cir. 2000);Washington v. Ren®5 F.3d 1093, 1099 {6Cir.
1994);NAACP v. City of Mansfie)d66 F.2d 162, 166 t(BCir. 1989);Frisch's Restaurant, Inc.
v. Shoney's, Inc759 F.2d 1261, 1263‘?&ir. 1985);In re DelLorean Motor Co 755 F.2d 1223,
1228 (8" Cir. 1985).

Supreme Court case law is consistent.

A plaintiff seeking a preliminary jonction must establish that he
is likely to succeed on the merits, that he is likely to suffer
irreparable harm in the absenoé preliminary relief, that the
balance of the equities tips in H#vor, and that an injunction is in
the public interest.

Winter v. Natural Re Def. Council, In¢.555 U.S. 7, 20 (2008}jting Munaf v. Geren553 U.S.
674, 689-90 (2008)Amoco Prod. Co. v. Gambegh80 U.S. 531, 542 (1987yWeinberger v.
Romero-Barcelp456 U.S. 305, 311-12 (1982). The Court notes the Supreme Court statement
of the standard does not attempt to difiathe degree of liklihood of success.

The purpose of a preliminary injunction ie preserve a court’'s power to render a
meaningful decision after a trial on the merislabama v. U.S. Army Corps of Enginget24
F. 3d 1117, 1128 (L Cir. 2005), quoting Wright, Mi#r & Kane, Federal Practice and
Procedure: Civil, § 2946.

Although the fundamental fairness of preventing irremediable
harm to a party is an importafsictor on a prelinmary-injunction
application, the most compellinga®on in favor of entering a Rule
65(a) order is the need to prevehe judicial process from being
rendered futile by defendant’s action or refusal to act. . . . [T]he
preliminary injunction is appropriate whenever the policy of
preserving the court's power to decide the case effectively



outweighs the risk of imposing an interim restraint before it has
done so.

Id. at § 2947.

In a case such as this, a 8§ 1983 challenge to the constitutionality of an imminently
pending execution, failure to enjoin theeextion will obviously render the case moot long
before trial. Nevertheless, stays of execut@we not to be granted routinely. A court must
weigh the interest of a State @arrying out a lawful death sentermed its parallel interest in
finality of criminal judgments.Workman, supra.

This Decision is divided intdour sections paralleling thur factors required to be
found:

I. Likelihood of success on the merits with ea€tlaintiffs’ claims discussed separately;
Il. lrreparable harm;
lll. The balance of equities; and

IV. The public interest.

I. The Likelihood of Success on the Merits

Plaintiffs’ Eighth Amendment Claims

Although much prior litigation in this caseas focused on Equal Protection claims, here,
as in theMcGuire preliminary injunction proceeding, the focus is on the Eighth Amendment.
Plaintiffs assert they can prevail under any ohéhree purportedly distinct Eighth Amendment

theories. They make what they describeBaze/GlossipClaims, Wilkerson/KemmleClaims,



and Evolving Standards of Decency/Devolut@iaims (Plaintiffs’ Amended Proposed Findings

of Fact and Proposed Conclusions of Law (ECF No. 895-1, PagelD 30028).)

The Wilkerson/Kemmler Claim

As the Court understands tiiéilkerson/KemmleClaim, it is based on Justices Thomas
and Scalia’s concurrence Baze. As the Supreme Court iGlossipread that concurrence, it
would have upheld any method of execution agdaansEighth Amendment challenge “unless it
is deliberately designed inflict pain.” Glossip 135 S.Ct. at 2738, n. 2iting Baze 553 U.S. at
94. Plaintiffs here assert the Ohio three-drug paidtacso likely to inflict severe pain that its
use should be read as dilderate infliction of painor at least as recldsly indifferent to that
possibility. Success on such a claim, they rAsslees not depend onetin proof of a readily
available alternative method of execution, @lament of an Eighth Amendment claim under
Baze/Glossip

This Court is not persuaded that Saipe Court Eighth Amendment jurisprudence
recognizes these three disparate theories. Wilkerson/Kemmlertheory is based on a
concurrence which did not command a majoritytled Court. If that theory were the law,
moreover, it would not be successful her®ased particularly on the testimony of Ohio
Department of Rehabilitation and Cortieos (“ODRC”) Director Gary Moht, the Court
concludes that the State’s efforts have bdeected toward making executions more humane

and less painful, and not just minimally constitution@laintiffs did not prove at the preliminary

3 Testimony confirmed that it is the ODRC Director who adopts the Ohio executioeg@rdECF No. 925, PagelD
31261.)



injunction hearing that an execution under theremt protocol would be so likely to inflict

serious pain that anyone usimgvould have to know that & and intend the result.

Evolving Standards of Decency Claim

The Evolving Standards of Decency/Devolution Claim is also made under the Eighth
Amendment. Plaintiffs outline that claimtimeir Proposed Conclusions of Law as follows:

1. A state’s punishment is assed under the Eighth Amendment
against the evolving standards of decency that mark the progress of
a maturing societyTrop v. Dulles 356 U.S. 86, 100-101 (1958)
(plurality opinion).

2. An execution method can be unconstitutional if the method
represents “devolution to a more primitive” method that is a “step
in the opposite direction” under @ety’s evolving standards of
decency and humanit@lossip 135 S. Ct. at 2795-97 (Sotomayor,
J., principal dissent), st as if an execution method is less humane
than the method used before.

* % %

5. If a method of execution is egorically barred, then it camever
be imposed regardless of whethenother form of execution is
available.See Graham v. Florida560 U.S. 48, 59 (2010) (the
Eighth Amendment prohibits “irrently barbaric punishments
under all circumstances.”Renry v. Lynaugh492 U.S. 302, 330
(1989) (the “Eighth  Amendment categorically prohibits the
infliction of cruel andunusual punishments.”).

6. Because the State may not impose a death sentence upon any
inmate using an unconstitutional method of execution, there is no
requirement to plead an altative method of execution when
claiming the method is categoriallynconstitutional:lrrespective
of the existence of alternatives, there are some risks ‘so grave that
it violates contemporary standards of decency to expogene



unwillingly to’ them.” Glossip v. Gross___ U.S._, 135 S. Ct.
2726, 2793 (2015) (Sotomayor, J., dissenting, joined by Ginsburg,
J., Breyer, J., and Kagan, J.) (quothiglling v. McKinney 509 U.

S. 25, 36 (1993) (emphasis in original)).

* k% %

8. When Defendants changed their protocol to abandon the three-drug
method and to abandon the paralytic drug and potassium chloride,
they expressly did so to be more humane, and the courts gave them
credit for that. By reintroducg a three-drug execution method,
reintroducing a paralytic drug, reintroducing potassium chloride,
and using a first drug that is denstrably incapable of protecting
the inmate against the torturoudsrpand suffering associated with
the second and third drugs and fmecess of dying from injection
of those drugs, Defendants havewngone backwards, contrary to
their expressed purpose of th@evious evolution and their
promises to this Court and the Sixth Circuit.

9. The key is not the devolutiogoing backwards itself, but that
Defendants evolved for thepurpose of making execution
procedures more humane, and welessed by theaurts for that
evolution, and are now devolving a markedly less safe and
humane execution method. In such circumstances, devolution is
not permissible.

10. By intentionally reintroducing the second and third drugs back into
DRC Defendants’ execution pomol, and by rimtroducing the
three-drug execution method, DRC{Bedants have intentionally,
knowingly or recklessly movedalskward to an execution method
that is a devolution frorthe previous protocol.

(ECF No. 895-1, PagelD 30095-96.)

The evolving standards of decency langudlgeugh its lineage is fifty years older than
Baze is no firmer a foundation for Plaiffs’ claims. It finds its source ifirop v. Dulles, supra
In Trop, the Supreme Court held thase of denaturalization as punishment for wartime

desertion from military duty was barred by the Eighth Amendment. Chief Justice Warren wrote:
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The [Eighth] Amendment must draw its meaning from the
evolving standards of decency tiadrk the progress of a maturing
society. . . . [U]se of denaturalization as a punishment is barred by
the Eighth Amendment. There may be involved no physical
mistreatment, no primitive torture. There is instead the total
destruction of the individual's statuis organized society. It is a
form of punishment more primitive @h torture, for it destroys for

the individual the political exisnce that was centuries in the
development.

356 U.S. at 101.
Just prior to this passage, however, he wrote:

At the outset, let us put to one side the death penalty as an index of
the constitutional limits on punishmie Whatever the arguments
may be against capital punishmbeboth on moral grounds and in
terms of accomplishing the purposgspunishment — and they are
forceful — the death penalty fidbeen employed throughout our
history, and, in a day when it ssill widely accepted, it cannot be
said to violate the consiitional concept of cruelty.

Id. at 99. Thus th&rop plurality expressly excluded the degtenalty from its consideration.

Trop makes its appearance murman v. Georgia,408 U.S. 238 (1972), in the
concurrence of Justice Douglas and very extehgivm the concurrencef Justice Brennan, who
noted thaflrop left open the future constitutionality of capital punishmé&ht.at 285, n. 33. He
concluded

It is a denial of human dignity fdhe State arbitrarily to subject a
person to an unusually sevepunishment that society has
indicated it does not regard as acceptable, and that cannot be
shown to serve any penal purpose more effectively than a

* For the evolving meaning of the Eighth Amendment, the Chief Justice relidems v. United Statexl7 U.S.

349 (1910), where the Court held “[t]he [Cruel and Unusual Punishment] clause of the Constitution in the opinion of
the learned commentators may be therefore progressive, aoidféstened to the obsolete but may acquire meaning

as public opinion becomes enlighed by a humane justice. IBeparte Wilsonl114 U.S. 417, 42 Mackin v.

United States117 U.S. 348, 350. . Itl. at 378. The commentator referredddhomas M. Cooley whose Treatise

on Constitutional Limitations was probably the most influential legal text published'icetury America.
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significantly less drastic punishment. Under these principles and
this test, death is today arteel and unusual” punishment.

Id. at 286. Justice Brennan never deviated from this absolute position, one to which he
eventually persuaded JusticesrSfall and Souter.But that position newvebecame the law of
the land and ifslossipthe Court again affirmed the constituiality of the death penalty against
an Eighth Amendment claim.

While the *“evolving standards of decency” language frdnop has never been
repudiated by the Court, amehs relied on by the Court #tkins v. Virginia 536 U.S. 304, 311-
12 (2002), andRoper v. Simmon&43 U.S. 551, 561 (2008)either has it become the basis for
declaring the death penalty perwsgonstitutional. In interpretingrop, this Court is aware of
Justice Frankfurter’'s dissent where he wrote:

All power is, in Madison's phrase, "of an encroaching nature.”
Federalist, No. 48 (Earle ed. 1933} 321. Judicial power is not
immune against this human weakselt also must be on guard
against encroaching beyond itoper bounds, and not the less so
since the only restrainipon it is self-restraint.

Trop, 396 U.S. at 119. What is true for Suprenmmu€ Justices is truestill for trial courts,

whose business lies in obeying. "Unless we waisarchy to prevail within the federal judicial
system, a precedent of this Court must be followed by the lower federal courts no matter how
misguided the judges of thosewrts may think it to be."Hutto v. Davis 454 U.S. 370, 375
(1982). Following precedent is, of course, am form, not a matter of blind obedience.
Sometimes a district court can aatiely anticipate where the Sepne Court is ready to go. See
Obergefell v. Kasich2013 U.S. Dist. LEXIS 102077 (S.@hio 2013)(Black, J.), affirmesgub

nom Obergefell v. Hodge435 S.Ct. 2584 (2015). But because this Court believes neither the

® In these two cases, the Supreme Court held thaixeution of the intellectually challenged and juveniles,
respectively, violated the Eighth Amendment to the Constitution.
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Sixth Circuit nor the Supreme Caus prepared to recognize &wvolving standards of decency”

claim, it concludes Plaintiffs are unlikely to prevail on this claim.

The Baze/Glossip Claim

In Baze v. Reesh53 U.S. 35 (2008), the Supren@murt upheld Kentucky’s lethal
injection protocol which called for an initiahjection of sodium thiopental, a second such
injection if the first did not render the inmaitaconscious, then the adytic drug pancuronium
bromide and finally potassium chloride to causediac arrest. Petitioners conceded that the
protocol itself was humane and constitutional if performed properly, but asserted there was a
significant risk the thiopentabgium would not be administergaoperly and the inmate would
suffer severe pain when the other two drugs vaelrainistered. Plaintiffs proposed alternatives
which they claimed would eliminate an “unnssary risk” of seriouhiarm. The plurality
opinion rejected that standard in favor of thabistantial risk of seriousarm” or “objectively
intolerable risk of harm” standards adoptedFermer v. Brennan511 U.S. 825 (1994). As
noted above, Justices Scalia and Thomas cotun the judgment, but believed the Court’s
standard departed inagpriately from the original eaning of the Cruel and Unusual
Punishments Clause.

In Glossip v. Gross76 U.S. |, 135 S.Ct. 2726 (201the Supreme Court considered
Oklahoma'’s lethal injection protocol whichguared administration of a 500 milligram dose of
midazolam, followed by a paralytic agent and potassium chloride. Justice Alito wrote for a
majority and reaffirmedazés requirement that, to prevaihmates challenging a method of

execution must identify “a known and availableemative method of execution that entails a
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lesser risk of pain, a requiremt of all Eighth Amendmemhethod-of-execution claims.1d. at
2731 citingBaze He wrote that

Our decisions in this area have been animated in part by the
recognition that because it is thed that capital punishment is
constitutional, “[ijt necessarily follows that there must be a
[constitutional] means of carrying it outld., at 47, 128 S. Ct.
1520, 170 L. Ed. 2d 42@&\nd because some risk pain is inherent

in any method of execution, we have held that the Constitution
does not require the avoidanof all risk of painlbid. After all,
while most humans wish to d&épainless deatimany do not have
that good fortune. Holding that tieghth Amendmentdemands
the elimination of essentially all risk of pain would effectively
outlaw the death penalty altogether.

Id. at 2732-33.Glossipwas before the Court on appeal fraenial of a preliminary injunction.
In that context;[t]he preliminary injunction posture ofdlpresent case thus requires petitioners
to establish a likelihoothat they can establish both thatl&@toma’s lethal injection protocol
creates a demonstrated risk of severe pain atdtfie risk is substantial when compared to the
known and available alternativesld. at 2737. Noting the prelimamy injunction standard from
Winter, suprathe Court observed that the determgiguestion was likelihood of success on the
merits®

To prevail on theiBaze/Glossiglaim, Plaintiffs must showhat use of midazolam as the
first of three drugs prescribed in Ohio’s lethgéation protocol (1) “creas a demonstrated risk
of severe pain” and (2) “thahe risk is substantial whecompared to known and available
alternatives.” To prevail at the preliminary injaion stage, they must show it is likely they can

prove these two elements at a trial on the merits.

® The Court at least three times states the standélideliood” without quantifyingthe probability. This Court
reads that standard as more probable than rbgrréhan requiring a “stng” probability. Compar&/orkman v.
Bredesen, supra.; Cooey (Biros) v. Strickland, supra.
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Midazolam as an Execution Drug

Ohio’s newlethal injection protocol calls for thaitial intravenous administration of 500
milligrams midazolani,followed by a second dose of the same size if the inmate appears to be
still conscious when a consciousness check iopedd. If the consciousness check is negative,
the execution will proceed by IV injection ofparalytic drug, followed by potassium chloride,
which is intended to precipitate cardiac arrédte chief focus of the evidentiary hearing was on

the first drug, midazolam.

The Dennis McGuire Case

Midazolam made its debut as an Armoan execution drug with Ohio’s execution of
Dennis McGuire on January 16, 201McGuire was a Plaintiff inhis case and Judge Gregory
Frost, to whom this case was previously assigned, held an evidentiary hearing on McGuire’s
constitutional objections to the then-extenti®@kxecution protocol which required a single
injection of a combination of 10 mg of naidolam and 40 mg of hydromorphone (DX 2: ODRC
01-COM-11, eff. 10/10/2013).

Although prior litigation in this cadead focused on Equal Protection claims,

Today’s challenge returns the focus to the Eighth Amendment so
that the question is not whether Oltan be trusted to do what it
says it will do, but whether foll@ing the protocol will subject
McGuire to an unconstitutional substial risk of s@ere pain that
constitutes cruel and unusual punishment.

" The protocol (often referred to in the testimony a€@M 11) provides that the 500 milligrams of midazolam is
to be prepared in two syringes, eadmtaining 250 milligrams of the aly, and that they be administered
sequentially. (Defendant’s Exhibit (hereafter “DX") 1, also found at ECF No. 667-1, PagelB)1982
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In re: Ohio Execution Protocol LitigMcGuire) 994 F. Supp. 2d 906, 908 (S.D. Ohio
2014)(Frost, D.J§.

Judge Frost understood the standardddging McGuire’s Eighth Amendment claims to
have been set by the Sixth Circuit:

The Sixth Circuit has explainedah”[tjo demonstrate that Ohio
seeks to impose ‘cruel and unuspaihishment, [a plaintiff] must
show that its protocol ignoressute or very likelyrisk of serious

pain 'and needless suffering,’ . . . which ‘creates a demonstrated
risk of severe pain' that is 'swhstial when compared to the known
and available alternatives." "

McGuire, 994 F. Supp. 2d at 911, quotiG@goey (Biros)589 F.3d at 220 (quotirgaze v. Rees
553 U.S. 35 (2008) (ptality opinion)).

The State objected that McGuire had not @nésd an alternative means of execution.
Judge Frost concluded that, whether formally S$preaed” by McGuire or rp“[t]Jo this Court
and no doubt to everyone present in the countrdaring the evidentiary hearing, however, the
message was clear. A far greater dosmidfazolam would be an alternativéd. at 911. Judge
Frost declined to find thahe suggested alternativeould be preferable, noting

"[T]he Constitution does not allow ¢hfederal courts to act as a
best-practices board empowereddemand that the states adopt
the least risky executioprotocol possible.'Cooey (Biros) 589
F.3d at 220-21. Instead, this Court's "rightful function [is] as a
constitutional check on the ‘wantaoniliction of pain’ by the state.”

Id. at 233 (quotind.ouisiana ex rel Francis v. Resweb8g9 U.S.
459, 463, 67 S. Ct. 374, 91 L. Ed. 422 (1947) (plurality opinion)).

Id. at 912.

8 In McGuire, the State asserted an equitable bar to relief because McGuire had waited until ten days prior to his
scheduled execution to seek a stay, citing the “stronigadetgl presumption” againststay in like circumstances
recognized inWorkman v. Bredesend86 F.3d 896, 911 {6Cir. 2007). The State does not raise such a bar here, nor
could it successfully do so, because the named Plaimtiff®ed as promptly as possible and on a court-ordered
schedule to present their claims.
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McGuire’s claim was based directly on taepert testimony of Dr. David Waisel who

opined:

[McGuire] possesses physical amdedical characteristics that
increase his risk of obstructive sleapnea. This proclivity toward
obstruction means that followingehadministration of midazolam
and hydromorphone, his breathing will be suppressed, he will
experience a consequent riseétia amount of carbodioxide in his
system, he will experience a need or sensation to breathe, and he
will suffer an obstruction that heiwbe unable to mitigate through
physical manipulation or otherwis&his in turn will lead him to
experience "air hunger," which Wais#laracterized as a terrifying
inability to obtain a breath to ssfy the ventilatory drive. Waisel
testified that this will resulbecause the ventilatory depressant
effects of the protocol will occur jor to the pain relief or sedative
effects. Stated most simply: Mc@el asserts that there will be up

to a 5-minute window before the drugs alleviate his awareness of
air hunger and that he will suffer air hunger during this time
period.

Id. at 912. The State’s expert, Dr. Mark Derghwcontradicted DrWaisel's prediction,

opining instead that

[T]he timing of the effects of thprotocol drugs and the effect of
the hydromorphone dose involved [asach that] the analgesic
effect occurs earlier so that it lprecede ventilatory depression.
Moreover, because the amount lofdromorphone administered
under the protocol is so massive, éffect must be regarded on a
sliding scale that does not track traditional therapeutic dosing. In
other words, McGuire will not bexperiencing terror but rather
possible euphoria, and even in the event of a possible obstruction,
he will likely be unconscious by the time that happens. Again
attempting to summarize most simply: Defendants assert that the
window for experiencing air hunges so much less than McGuire
argues that it is likely non-existe or at worst far less than 5
minutes.
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Id. at 912. Judge Frost found Dr. Dershwitz mpersuasive and concluded McGuire was
unlikely to experience “aihunger,” even assumirgrguendothat “the sensation of air hunger
sufficiently constitutes severe pairthin the Eighth Amendment prohibitionfd. Nonetheless,
Judge Frost had doubts whick expressed as follows:

There is absolutely no question that Ohio's current protocol
presents an experiment in lethajection processes. The science
involved, the new mix of drugs groyed at doses based on theory
but understandably lacking actugpdication in studies, and the
unpredictable nature of humanspense make today's inquiry at
best a contest of probabilities. Ppoetend otherwise, or that either
of the experts or thi€ourt truly knows what the outcome of that
experiment will be, would be disingenuous. But as odd as it
sounds, this is not a problem until it is actually a problem. The law
teaches that Ohio is free to inr@d® and to evolve its procedures
for administering capital punishmieuntil such experimentation
sufficiently risks running afoul othe constitutional protections
afforded every citizen, regardles$ his or her status, crime, or
punishmentSeeCooey (Biros)589 F.3d at 229-30

The evidence before this Court fails to present a substantial risk
that McGuire will experience severe pain. This is not to say that
the Court is convinced that theemxtion will be pain free or even
complication free. There is alwagspossibility of human error or
unfortunate misadventure. Thereailso the possibility that in the
earliest moments of his execution, McGuire could experience an
obstruction. This Court credits the evidence that he has
characteristics suggesting, if nestablishing, a propensity for
possible obstruction. The simplegswility of obstruction leading

to air hunger of which McGuirevould be cognizant does not
amount to a sufficient probability, however, and the weight of the
evidence leads to the concloisithat the hydromorphone overdose
employed in Ohio's protocol will moskely offset the risk factors
and preclude the experience of air hunger. Thus, although the
Court is not without concern owvevhat could transpire during
McGuire's execution, the applicaldéev looks at the degree of risk
and the amount of pain involved. The only fair evaluation of the
evidence here leads to the condausthat the degree of risk that
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Ohio's protocol presents is acceptable within the contours of the
Constitution.

Id. at 913.

Midazolam’s Career as an Execution Drug After Judge Frost'McGuire Decision

The Actual Dennis McGuire Execution

Judge Frost’s decision was not appealed and McGuire was executed on January 16, 2014,
using a single injection whiccombined 10 mg of midazolam and 40 mg of hydromorphone.
During the January evidentiary hearing in thisegahe Court heard frothree eyewitnesses to
Dennis McGuire’s execution:ODRC Director Gary MohrExecution Team Member No. 10,
and Columbus Dispatch reporter Alan Johnson.

Director Mohr destibed what he saw

As the drugs were going in, Mr. McGuire looked over, said
-- what | think he said was " dVe you." It was not -- that was
not audible to me, but the mouth waetty clear that he was. And
leaned back down, and hiedd was kind of straight.

And what | saw for the first five to six minutes was no movement.
| saw, you know, after the first minute or so, no movement.

(Evid. Hrg. Tr., ECF No. 925, PagelD 31357.)

Director Mohr’'s perception was that Mci{ea became unconscious faster than had
happened with the pentobarbital executions he had witnetsedAfter McGuire was “at peace
and motionless,” “I saw the stomach first. | saw what looked like a knot in his stomach . . . and

his stomach was moving. | had not seen thatrbefédnd then | saw his mouth open, and | heard
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audible sounds. | don’t know whether itsMéke a snore or a snort. . . Itl. at PagelD 31358-
59. Director Mohr observed McGuire’s staalm continue to knoup and relax and snort
multiple times. Id. at PagelD 31360Because he had not seen these phenomena before and was
concerned, he convened a meeting of the metheah and was assured that McGuire was not
aware and “we’'ve seen this in our experiente.”After a five minute wait recommended by the
medical team, the drug administrator told DicgcMohr he could detect no heart sounds or
breathing soundsld. at PagelD 31362. Director Mohas overseen eleven executiond. at
PagelD 313784.

Execution Team Member 1€estified he was in the death chamber with McGuire during
the execution. When the syringe was empty @nedexecution drugs were in the process of
entering McGuire’s body’ McGuire had a “dry mouth swallowyhich is normal in that case.
(Evid. Hrg. Tr., ECF No. 922, Pagel®D672.) He lifted his headd whispered “I love you” to
his family and “immediately laid back downld. Team Member 10 was standing at the head of
the execution gurney and McGuire tilted his head back toward Ndd1at PagelD 30673. His
jaw relaxed and he snored three or four timépretty common at that time in the procesd’

He appeared to Number 10 to dmeconscious at 10:31 a.m. Onadaa-half to two minutes later,
Team Member 10 noticed a swelling in the Yeltea, but the 1V site appeared normhd. at
PagelD 306749. There was a wave in the bellped by a snort which happened eight to ten
times. Id. There was no movement after thdd. at PagelD 30675. Team Member 10 has

witnessed approximately forty-nine executiots. at PagelD 30694.

° Throughout this litigation, the Court has preserved theyanity of execution team merebs by referring to them
by number and permitting them to testify from behind a screen.

¥ The execution drugs are administered through a lorin&from an equipment room separate from the death
chamber.
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Reporter Alan Johnson covers Ohio state gawent for the Columbus Dispatch and has
done so since 1990. at PagelD 30702. He has witness&enty Ohio executions, including
McGuire’s. Id. at PagelD 30703. He testified:

[T]ypically after five minutes [fom the time thedrugs begin to
flow], things calm down in an ecution in my experience. But
after the end of five minutesoughly, inmate McGuire began
coughing, gasping, choking in a way that | had not seen before at
any execution. And | remember liecause | relived it several
times. Frankly that went on for 12 to 13 minutes.

Id. PagelD 30706. McGuire gaspeddih to sixteen times “in a walyat would almost seem to

be choking. And he attempted to kind of lift aff the table. His hands were clenching and
unclenching.” Id. In the other nineteen executiorshdson had witnessed, he had seen “very
minor reactions” — sometimes clenching of the hands, sometimes a chest compression or an
eyelid flutter, “but nothing of that intengitor that duration in any of the 19 previous

executions.”Id. at PagelD 30708.

Other Midazolam-Involved Executions

Ohio has executed no one since Dennis Ma&uiBut Plaintiffs presented testimony
from eyewitnesses to other executions in which midazolam was the first part of the protocol.

The State objected to thelevance of this testimonyd testimony regarding McGuire’s
execution in that (1) the present protocol callsdalifferent usage and fifty times larger dose of
midazolam than that used with McGuire,) (@xecutions in other States using midazolam
involved different protocols, and (3) problemdéh other executions may have resulted from

maladministration of the drug®.g., from infiltration into mscle tissue instead of proper
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intravenous infusion. This concern is well talesna reservation on how directly probative other
executions may be, but does not lead the Cowobmnelude the evidence has no probative value,
particularly in a matter in equity tried to the bench alone.

Ronald Smith was executed by Alabama on December 8, 2016 (Evid. Hrg. Tr. ECF No.
922, PagelD 30609). Spencer Hahn, an Assistaié¢rBe Defender for théiddle District of
Alabama Capital Habeas Unit, was assigned to witness Smith’s execlati@t.85. Alabama’s
protocol called for a 500 mg d®®f midazolam, followed by 600 ntd a paralyticdrug and 240
milliequivalents of potassium chloridéd. at PagelD 30611.

At some point after administration of thedazolam, Smith was coughing, clenching and
unclenching his fists, “and trying to méutvords that | could not make out.Id. at PagelD
30609-10. The attending corrections officer parfed several “consciousness checks” on Smith
including calling his name, brushing his eyelid, and pinching his &fmat PagelD 30616-18.
After a second consciousness check, Smith apdetr Hahn to still be conscious and he
assumed the execution would be stoppédl. at PagelD 30618. Atbaut seventeen minutes
from the start of drug flow,t appeared to Hahn that the paralytic was administered.
Summarizing, Hahn said:

[T]here were two periods in which he appeared to rest somewhat
briefly, as if in reaction to something. Followed by coughing,
heaving, flailing, or attemptingo flail arms, clenching and
unclenching of fists, movement dips, trouble, almost as if he
were hyperventilated, and eh doing this asthmatic cough,
barking-type cough.

Id. at PagelD 30619.
Sonya Rudenstine, a lawyer in a solo pc&ctn Florida who specializes in capital post-

conviction work, witnessed the execution of Paul Howell in Florida (Evid. Hrg. Tr. ECF No.
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924, PagelD 31199). She identified the Floridacexion protocol in place for the Howell
execution as that adopted September 9, 20k8. at PagelD 31202, identifying Plaintiff's
Exhibit (hereafter “PX”) 71. ThaFlorida protocol called for jaction of 500 milligrams of
midazolam in two separate injections 280 milligrams each, followed by 200 milligrams of
vecuronium bromide in two 100 milligram injections, followed by 240 milliequivalents of
potassium chlorideld. She observed Mr. HowWepen his eyes after ¢hconsciousness check.
Id. at PagelD 31230. From logs produced by Forida Department of Law Enforcement
official witnesses, Ms. Rudenstirunderstood the midazolam bedarbe administered at 6:18
p.m. and was complete by 6:2Rl. at PagelD 31216.

During the very course of the preliminanjunction hearing, to w, on January 4, 2017,
Florida changed its lethal irgeon protocol to replace médolam as the first drug with
etomidate. (PX 81, page ).

Dale Baich is supervisor of the Federalf@wler Capital Habeas Unit in Arizona. He
witnessed the July 2014 executiof Joseph Wood in that S¢at The protocol called for
injection of a mixture of 50ng of midazolam and 50 mg tfydromorphone. (ECF No. 940,
PagelD 31673-74.) In Mr. Woodtsase, this mixture was injectéifteen separate timedd. at
PagelD 31682. Wood continued to gasp and trigreathe until his death at 3:49 p.m., almost
two hours after the process begddh. at PagelD 31683.

Mr. Baich also identified the settlementregment and consequent dismissal order he
negotiated on behalf of Arizona death rommates (PX 69 and 70). In the Settlement
Agreement, Arizona permanently foreswseathe use of “midazolam, or any other

benzodiazepine, as part of a drug protoca lathal injection excution” (PX 69, page 2).

M Florida also replaced potassium chlornidiéh potassium acetate as the thirdg. Dr. Stevens' rebuttal report,
mentions that Dr. Antognini studied thieets of etomidate as an IV general ghetc (Pl. Expert Ex. 8, p. 1035).
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Terry Alang, who is an attorney employed as an investigator for the Capital Habeas Unit
in the Middle District of Alabma, testified she witnessed the execution of Christopher Brooks in
Alabama on January 20, 2016. (ECF No. 94@eHa 31721.) Midazolam was the first drug
administered and Mr. Brooks’ chest begamavieg a few minutes after it was giverid. at
PagelD 31723.

Dean Sanderford is an attorney with the Federal Public Defender in Denver, Colorado.
His office was appointed by th€&enth Circuit Court of Apgals to witness the Oklahoma
execution of Clayton Lockett. (ECF No. 940geHD 13738.) Oklahoma’s protocol calls for the
administration of 100 mg of midazolam, followbg a paralytic agent angbtassium chloride.

Id. at PagelD 31739. Three to four minutes afteniadstration of the palkgtic to Mr. Lockett,
Sanderford observed Lockett attempt to speak and his body began writlhingt PagelD
31742. On cross-examination, Mr. Sanderford admitted this was the first execution he had
witnessed and it was determined the drugs weatmuscle tissue by process of infiltratiokal.

at PagelD 31754-55.

After the hearing in this case was completéirginia executed Rick Gray using a three-
drug protocol with midazolam as the first dru§yccording to press accounts from his attorneys,
he experienced many of the same phenomenaiddstid in the hearing, to wit, "labored
breathing, gasping, snoring, and atledible and wible activity.®> While this account is
obviously hearsay and not in evidence, the accoonmbborates admissible testimony the Court
did hear.

Witnesses to non-Ohio executions were frtegal practices devoted to representing
capital clients. Although such tmesses might be expected tolbased in favor of death row

inmates, their testimony was caréjutonfined to observations rather than opinions on what they

12 National Catholic Reportenyww.ncronline.orgvisited January 24, 2017.
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were seeing. This contrasts with some press characterizations obtdn@se executions as
“botched,” “horrendous,” “barbaric,” and so fort These witnesses were carefully professional
in not adding advocatory charagations to their observations.

On the short notice involved with a prelimary injunction hearing, other evidence would
have been difficult to obtain. Indeed, the &tat Alabama moved in the Middle District of
Alabama to quash Plaintiffs’ subpoenas for rdsmf the Smith execution and those documents

were not produced.

Glossip v. Gross

In additionto its actual use in other executionsidazolam has received Supreme Court
attention since the McGuire execution. Ghossip v. Gross135 S.Ct. 2726 (2015), the Court
reviewed Oklahoma’s three-drugthal injection protocol whic featured a 500 mg dose of
midazolam as the first drdg. The district court had deniedgtiminary injunctive relief and the
Tenth Circuit affirmed. The Supreme Court held:

For two independent reasons, wsaahffirm. First, the prisoners
failed to identify a known and aiuable alternative method of
execution that entails a lesser rigk pain, a requement of all
Eighth Amendment method-of-execution claims. Baee v. Rees,
553 U.S. 35, 61, 128 S. C1520, 170 L. Ed. 2d 420 (2008)
(plurality opinion). Second, the Digtt Court did not commit clear
error when it found that the posers failed to establish that
Oklahoma’s use of a massive dose of midazolam in its execution
protocol entails a substal risk of severe pain.

Id. at 2731.

13 Oklahoma, like Ohio, had previously used the barbitisatkéum thiopental as the first drug in its three-drug
protocol, but had switched to middam because, Justice Alito wroteyti-death-penalty advocates pressured
pharmaceutical companies to refigesupply the drugs used to carry out death senterBsssip 135 S. Ct. at
2733.
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As noted above, after reciting a brief higtaf execution methods in the United States,
the Court reaffirmed its holding BBaze v. Ree$53 U.S. 35 (2008), that

[Blecause it is settled that capifainishment is constitutional, “[i]t
necessarily follows that there must be a [constitutional] means of
carrying it out.”ld., at 47, 128 S. Ct. 1520, 170 L. Ed. 2d 4&ad
because some risk of pain is inherent in any method of execution,
we have held that the Constitution does not require the avoidance
of all risk of pain.lbid. After all, while most humans wish to die a
painless death, many do not have that good fortune. Holding that
the Eighth Amendmentlemands the elimination of essentially all
risk of pain would effectively diaw the death penalty altogether.

Glossip 135 S. Ct. at 2732-33. It noted the protocol found constitutio@dzeconsisted of

(1) sodium thiopental, “a fasteting barbiturate sedative that
induces a deep, comalike unconsciousness when given in the
amounts used for lethal injection(2) a paralytic agent, which
“inhibits all muscular-skeletainovements and, by paralyzing the
diaphragm, stops respiration,hé (3) potassium chloride, which
“interferes with the electrical sigis that stimulate the contractions

of the heart, inducing cardiac arrest.

Glossip 135 S.Ct. at 2732. This protocol was used in 2008 bylasst thirty of the thirty-six
States executing by lethal injectiotd.

Relying largely on press accounts, the Courjonity found that thiopental sodium and
pentobarbital had become unavbi&g at least to Oklahomdd. at 2734. Florida became the
first State to substitute midazolam for a btanate in October 2013. Oklahoma followed suit in
2014 and had already used its new protocahe executions of Clayton Lockett (April 2014)
and Charles Warner (January 2015)The Glossip plaintiffs filed suitin June 2014. After a
three-day evidentiary hearing, the Districoutt denied relief on the two independent bases

eventually adopted bihe Supreme Court:

14 Although the McGuire execution and the amendment to Ohio’s protocol that added midazolhappetied
beforeGlossipwas decided, th&lossipdecision does not mention the McGuire case.
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[First, the petitioners] fail[ed] to identify a known and available
method of execution that presengedubstantially less severe risk
of pain than the method that tBéate proposed to use. Second, the
court found that petitioners failed to prove that Oklahoma'’s
protocol “presents a risk that iut® or very likely to cause serious
illness and needless suffering,’ amounting to ‘an objectively
intolerable risk of harm.” App. 96 (quotingaze 553 U.S., at 50,
128 S. Ct. 1520, 170 L. Ed. 2d 42The court emphasized that the
Oklahoma protocol featured nemous safeguards, including the
establishment of two IV access siteonfirmation of the viability

of those sites, and monitoringf the offender's level of
consciousness throughout the procedure.

Glossip, supraat 2736.

As to the second branch of the decisitme Court emphasized it was doing what is
appropriate for an appellate court reviewingliatrict court finding of fact: it found that
conclusion was not clearly erroneu “First, we review the Birict Court’'s factual findings
under the deferential ‘clear error’ standard. isTetandard does not entitle us to overturn a
finding ‘simply because [we are] convinced thae]Jwould have decided the case differently.”
Glossipat 2739, quotingAnderson v. Bessemer Ci#/0 U.S. 564, 573 (1985)As this Court
has noted earlier, the affirmanceGhossipdoes not logically imply that can never be proven
that midazolam presents an objectively intddgarisk of harm. Istead, this Court must
evaluate the evidence presenteteheather than the evidence t®klahoma District Court heard
in Glossip which is not before this Court.

This distinction is necessary because some haveGemsipas holding the three-drug
protocol at issue in that casepier seconstitutional. ODRC Director Mohr testified he adopted
Onhio’s current protocol because he believed that is Ghagsipheld. (Evid. Hrg. Tr., ECF No.
925, PagelD 31319.) The Sixth Circalso opined that “The nej®hio] protocol mirrors the

Oklahoma protocol approbated by the Supreme Court in June 2B6&ars v. Kasich__ F.3d
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__, 2016 U.S. App. LEXIS 23424 *5"&Cir. Dec. 30, 2016), citinglossip v. Gross135 S.
Ct. at 2734-35. What the Supreme Court hel@®iossipwas that the District Court was not
clearly erroneous, not that it was clearly eotr This Court must therefore evaluate the

evidence before dle novo

Expert Testimony at the Preliminary Injunction Hearing

Given the experience with use of midazolam as an execution drug since the McGuire
execution, the parties understandably focused firesentations on expert testimony about how

that experience should be understood. Tésttmony is summarized here at length.

Craig Stevens, PhD

Plaintiffs called Dr. Craig 8vens, PhD., a Professor of Pharmacology at the Oklahoma

State University. He was ask&d provide expert opinions regiing the use of midazolam, in
itself and in comparison to pentobarbital, in ldal injection procedures employed by the State
of Ohio Department of Rehabilitation and r@mtions (‘“DRC”). (EEF No. 836-1, PagelD
24802). Dr. Stevens testified &s his education, employmenta experience in the field of
pharmacology (Evid. Hrg. Tr., ECF No. 923,getD 30735-44); his Curriculum Vitae is
attached to his Expert Dechtion (ECF No. 836-1, Pagel®1834-47). Without objection by
Defendants, the Court accepted Dr. Stevens axpert witness in th&eld of pharmacology.
(ECF No. 923, PagelD 30744). On cross-exationa Dr. Stevens agreed that he is not an

anesthesiologist and has no clinical experiendeat PagelD 30917.
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Dr. Stevens’ expedpinion is four-fold:

1. Ohio’s decision to use middam instead of an anesthetic
(such as a barbiturate like pentdiital) as the first drug in
its three-drug lethal injection protocol is contrary to sound
medical or scientific reasamg, and expert pharmacological
advice.

2. Midazolam is a benzodiazepine drug while pentobarbital
and thiopental are barbiturate drugs. For reasons of
pharmacological classification, mechanism of action,
therapeutic uses, and FDA scheduling, midazolam is NOT
equivalent to pentobaithl or thiopental.

3. Midazolam in any amoumannot render and maintain the
condemned inmate unaware andeinsate to pain. That is
the functional state of “General Anesthesia” as used in the
medical context. The key consideration in the lethal
injection execution context is not whether there is a formal
medical assessment that the inmate is under General
Anesthesia, but whether theudris capable of rendering an
inmate unaware and insensat@lidazolam cannot achieve
that. Pentobarbital and thiaptel can more reliably render
the condemned inmate unconscious/unaware and insensate
to pain.

4. Use of midazolam as the first drug in the State’s three-drug
lethal injection protocol(01-COM-11, eff. Date Oct 7,
2016) is highly likely to causmtolerable and severe pain
and suffering in the condemned inmate.

(Declaration, ECF No. 836-1, PagelD 24802-03.)

Dr. Stevens testified that he reviewsat only Ohio’s October 2016 Execution Protocol,
but also numerous other resdarsources, listed in sectidnof his Expert Declaratioid. at
PagelD 24830-33, and in his Rebuttal Repo@KENo. 900-1, PagelD 30156-57). (ECF No.
923, PagelD 30745). Dr. Stevens expéd that midazolam is a bezazepine, a njar class of

drugs most commonly used antianxiety drugsld. at PagelD 30745-46. He further explained
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that midazolam is “kind of a sgial” benzodiazepine because itves in an intravenous (“1V”)
formulation. Id. at PagelD 30746. Dr. Stewetestified that midazolanaJong with an opioid, is
commonly administered during sugitocedures as a colonoscopyd. He explained that
midazolam has a sedative and amnesic effeatewhatever opioid isncluded would have an
analgesic, or pain-blocking, effedd. at PagelD 30746-47.

Referencing a table of four diagramshis Expert Declaration (ECF No. 836-1, PagelD
24805), Dr. Stevens laid out the differences betwbkerchemical structures of benzodiazepines,
such as midazolam and diazepam, and the daknstructures of barbiturates, such as
pentobarbital and thiopental. (ECF No. 92%xgelD 30748-50.) Dr. Stevens noted that
pentobarbital used to be commpnlised for everything from estp, anxiety, and a number of
disorders, for which benzodiazepines are now used because they arédsafeRagelD 30749.
The importance of the difference in chemicaustures between these two drug types, Dr.
Stevens continued, is that thegt on totally different targeton the brain or body, which
determines where they act and how tlaey—or their “mechanisms of action.Id. at PagelD
30751.

Dr. Stevens next testified about “GAB an acronym for gamma-aminobutyric acid.
According to Dr. Stevens, “[tlhat's a[n] amino-acid-derived neurotransmitter that is the most
commoninhibitory neurotransmitter in the brain.Td. at PagelD 30752 (emphasis added). A
substance called glutamate, by contrast, is the neajcitatory neurotransmitter. Dr. Stevens
explained that neurons connect with other arsrthrough a synapse--a small gap between one
neuron and the next neuron—such that neuratnatess from one neuron cross the synapse to

another neuron and interact with receptors on sleabnd neuron to either inhibit that second
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neuron or excite it.Id. at PagelD 30752-53. Dr. Stevens used an easel to demonstrate this
process.ld. at PagelD 30754-56.

GABA, Dr. Stevens explained, tacon a receptor called GARBAby opening it (as a
door) and allowing in chloride ions that bringnagative charge to that neuron, or inhibit it.
When midazolam is introduced, it binds a separate place on the GABAeceptor and
increases the flow of chloride ions into theceptor, which increases depression of neural
activity. Id. at PagelD 30756-57. To that point, [Btevens emphasized that if there is no
GABA, on the receptor, midazolam does not operthgpchannel to inhibit the neurons. In
other words, “midazolam can only work when GABA present on the receptor.” “Without
GABAA present,” Dr. Stevens expounded, “midaro cannot open those doors or cause any
inhibition of the neuron.” d. at PagelD 30759. Dr. Stevens analogized this concept to “Boy
Scouts helping a little old dly crossing the street.d.

The little old lady is GABA, and the Boy Scouts were midazolam
trying to help her acrossdrstreet. So thatihere is only one little
old lady, no matter how manyog Scouts you have, you are still
going to just get onactivity there.

Id. at PagelD 30759. During cross-examination, $ievens did not appe&r agree with, or
find any significance to, studiesdicating midazolam interferesith the “reupake” of GABA,
thereby causing an accumulation of GABW. at PagelD 30930-33.

Dr. Stevens next turned to what happ&rsen a barbiturate sucks pentobarbital is
introduced. He testified that even without GABA present, pentobarbital can open up the channel
and decrease neuronal activityd. at PagelD 30760. That, Dr.esens explained, is the key
difference between a benzodiazepine such as midazolam and a barbiturate such as pentobarbital:

barbiturates can work without GABA presentjile midazolam is limited by the need for GABA
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and therefore has a ceiling effedd.. Dr. Stevens further exptad that while midazolam has
the effect of opening the channel to allow ihibiting ions more frequdly, pentobarbital has
the effect of increasing the dumati of the channel staying opeh.

Dr. Stevens proceeded to testify about a section of his Expert Declaration entitled
“Midazolam is a partial agonisand pentobarbital is a full agen” (ECF No. 836-1, PagelD
24807-208.) “An agonist,” Dr. Stevens explained,didrug that does soiténg that activates
the receptor and turns it on.” By contrast, “antagonist” hits a receptor and does not do
anything. Id. at PagelD 30762. Dr. Stevens noteal thithough midazolam and pentobarbital
are agonists insofar as they turn on receptoesgetfect of turning on the receptors is opening
channels (or doors) to allow in iotisat inhibit neural activity.ld. Dr. Stevens proceeded to
explain:

So if you have an assay where you are measuring the effect of
midazolam and pentobarbital, whabu will see in that assay is
that pentobarbital can produce a very potent effect. So let’s just
say we are measuring inhibition @iheuron. We have a neuron in

a cell dish or something ware dropping the dgs on. So
pentobarbital, we will see the full effect, full inhibition of those
neurons, whereas midazolam we winit. It would be limited by

the amount of GABA present, for example. And so because we
don’t see the full effectit’s called a partial gonist. It's just a
pharmacological term.

Id. at PagelD 30763.

As a partial agonist, Dr. Stevens contiduenidazolam will have a ceiling effect.
Referring to a figure in his Expert Declaom (ECF No. 836-1, PagelD 24808), Dr. Stevens
explained that the X-axis depicts increasing doses of benzodiazepines and barbiturates, while the
Y-axis depicts the increasingtiffferent effects ofttose drugs—sedation, then hypnosis (sleep),
then anesthesia, then coma, and finallgtde (ECF No. 923, PagelD 30764; ECF No. 836-1,
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PagelD 24808.) Dr. Stevens testified thathwibarbiturates, agou increase the dose, you
increase the potency of inhibiting neurons to gbent where the person is sedated, then asleep,
then anesthetized, then comatose, and then déaat.line on the grdpgoes diagonally up from
the lower left corner to the upper right corndd. at PagelD 30765. Dr. Stevens testified that
“the greater the dose, the greater theaf along that vertat or Y-axis.” Id.

With respect to benzodiazeps) according to Dr. Stevens:

[A]t some dose this effect doest keep going up along the Y axis.
You get a plateau. And in thisase, it's drawn just below
anesthesia. So just below anesthg®u start to see it level off.
It's either called a plateau effect or a ceiling effect.

Id. at PagelD 30765-66.

Dr. Stevens agreed during cross-examinati@t while pentobarbital has a lethal dose
range, midazolam does notd. at PagelD 30926. When presgedexplain fatalities that had
been reported from doses of midazolam rangiomfas little as .04 to .07 mg per kilogram, Dr.
Stevens expressed his belief that such fataltresmore likely “when tbre is another drug on
board,” and further testified that fataliti#®m midazolam alone are “very, very rareld. at
PagelD 30936. Dr. Stevens also agreed on cross-examination that midazolam package inserts
include a “black box warning”teut the drug’s potential dangerst lmoted that “[i{ is not rare
to have a black box warningld. at PagelD 30937-38.

Dr. Stevens several times cautidrtbat his diagram was theoretical, in the sense that he
did not assign values or dosest that “you could take experimes where they have looked at
actual assays and cell cultures, for examghel you could come up with values along [the X-
axis or dose line].” Id. at PagelD 30766. Btevens thus clarified &t although his diagram
was illustrative in nature, what that diagram esgnts has been confirmed through experiments.

Id. at PagelD 30766-67.
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Dr. Stevens next testified about precise (and imprecise) uses of the terms “anesthesia”
and/or “general anesthesia.” Relying on the approach taken by the American Society of
Anesthesiology (“ASA”), Dr. Stevens explainecatiiwe have to be very careful to only use
general anesthesia when we’re talking about the stage of anesthesia that is deep enough to do
surgery, for example, where you have loss of awareness, you have loss of consciousness, and no
response to noxious stimulusld. at PagelD 30767-68; ECF No. 836-1, PagelD 24809-10. Dr.
Stevens further explained that although thare different levelsof sedation—minimal,
moderate, and deep—there is onlye level of general anesti@gswhich is beyond the deepest
level of sedation. (ECF No. 923, PageBD768-69; ECF No. 836-1, PagelD 24810.) Dr.
Stevens then opined that because the “resporessérassociated with general anesthesia is
“unarousable even with painful stimulusthat is the state in which you would want a
condemned inmate to be. (ECF No. 923, PagelD 30768.)

With respect to the different levels skdation, Dr. Stevens testified that minimal
sedation would be associated with premedicatiefore a root canal; that moderate sedation
would be greater premedication; and thaem sedation would be that achieved by IV
midazolam. Id. at PagelD 30769. On cross-examinatidn,Stevens agreed that the ASA chart
in his report states that, under adeof deep sedation/analgesieflex withdrawal from painful
stimulus is NOT considered a purposeful responfak.at PagelD 30934 (citing ECF No. 836-1,
PagelD 24810.) Dr. Stevens continued that eaerdifferent levels o$edation can involve
drug-induceddepressionof consciousness, buhe ability to respongurposefully, “only at
general anesthesia do Weave a drug-inducetbss of consciousness.”ld. at PagelD 30770
(emphasis added). Stated another way, Dr.eBte\explained, if a person who is sedated is

exposed to increasingly severe stimulation, that person will eventually respond, but a person
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under general anesthesia would not respondven the most painful stimuludd. at PagelD
30770-71 (relying on ECF No. 836-1, PagelD 248l1®ritthuum of Depth of Sedation”).
Benzodiazepines, Dr. Stevens ifiestl, cannot bring someone tolevel of general anesthesia.
(ECF No. 923, PagelD 30771.) Dr. Stevens itordd on cross-examination that he was not
aware of any state other thgeneral anesthesia where a p#tiwould lose consciousneskl. at
PagelD 30920.

Returning to his Y-axis / X-axis illustrative diagram in his Expert Declaration (ECF No.
836-1, PagelD 24808), Dr. Stevens expéd that if one were totatmpt to assign dose values
along the X-axis, one would never plot a dose of ®@lbecause “there is no data that exists.”
(ECF No. 923, PagelD 30772.) “There is no dstthe level of dosage,” Dr. Stevens continued,
“because it's way beyond any dbtal usage of that drug.’ld. at PagelD 30773). Dr. Stevens
also testified that there is revidence to support the propositiomttla plot point of 500 mg of
midazolam would achievgeneral anesthesidd. Dr. Stevens explained that the highest dosage
level of midazolam for which he had seemicial data was 2 or 3 mg per kilogranid. at
30773-74.

Dr. Stevens next returned to the concept'adiling effect.” After agreeing that the
concept of a ceiling effect is not controversiad, Stevens likened a ceiling effect to the amount
of pain relief an over-the-counter analgesic, sast\dvil or aspirin, would provide for a severe
injury such as the loss of a lbror a gallbladder attack—tha, “[i]t could maybe cause 20
percent decrease in your pauy it's going to level off ad show a ceiling effect.1d. at PagelD
30774-75. “[T]he main point,” DiStevens explained, “is that you &gast give more of a drug
and expect the nature of the drug to chande. at PagelD 30776.

Dr. Stevens stated his understandif@hio’s current execution protocol:
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Yes. | believe the first drug tsvo syringes full of 250 milligrams
each of midazolam. So thosesanfused IV. And then after a
consciousness check, the secondigdis a muscle paralytic;
pancuronium, vecuronium, one ofralytic drugs, wich, if course,
paralyzes muscles so therenis movement, including breathing.
And then the third drug is potassiwhloride, which basically is an
electrolyte that stops the heafo that's my understanding.

Id. at PagelD 30777. Dr. Stevens was next askeat is known about how the second and third
drugs would feel to someone whaist unaware andot insensate to pain. On the basis of a few
papers he had researched concerning case® whéents were administered a paralytic while
conscious and without havingeen sedated (ECF No. 836-PagelD 24811), Dr. Stevens
testified that those patients reported feeling terrdvid in severe pain, likeeing buried alive or
already dead, panicked, and as if they were suffocating. (ECF No. 923, PagelD 30777-78.) Dr.
Stevens agreed on cross-examination that witrestgp the complaint of feeling panic or terror,
that part of the pharmacological effect of midazolam is, in fact, relief of anxidtyat PagelD
30951. To that point, Dr. Stevens also agreedrttidazolam has an anterograde amnesic effect
that can suppress a patient’s ability to form maesowhile under the effect of the midazolam.
Id. at PagelD 30951-52. Dr. Stevens agreed withezadstimony in this ligation to the effect
that the level of fear, pain, and panic assedatith the feeling of being buried alive would
almost surely break through and overcome dti-anxiety effect of midazolamd.at PagelD
30959.

With respect to the third dg, potassium chloride, Dr. Stans testified about a patient
who had reported a severe paiattBpread up his arm after thetassium chloride was injected
IV and a ringing in his ears, before losing consciousnkeksat PagelD 30779. He cited another

study where potassium chloride puoed severe pain at the inject site, and four cases where
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the patients screamed out in paid. Dr. Stevens testified, “it'sbvious, | think,and accepted
that potassium chlorideithout being in a statef general anesthesia would always cause severe
and intolerable pain and suffering.ld. To that point, Dr. Stevenagreed it would not be
acceptable medical practice to administer the seoortird drug to someone not in a state of
general anesthesia, though he guedithat opinion by noting that he is not a medical dodidr.

at PagelD 30780.

Dr. Stevens proceeded to testify abouttadle in his Expert Declaration labeled
“Comparison of therapeutic uses for five benzodiazepines and five barbiturates.” (ECF No. 836-
1, PagelD 24812.) He tdstd that what the tabl ends up demonstrating that there is not
much overlap. “In other words,” he explaihe'the FDA has clearly shown that these are
separate entities, separaclasses of drugs with separaberapeutic uses.” (ECF No. 923,
Pagel# 30781.) He continued, “benzodiazeparesnot a good pharmacological substitute for
barbiturates.”Id. He testified as to his understandihgt midazolam is approved for inducing
anesthesia, but not for maimteng general anesthesidd. at PagelD 30781-83; ECF No. 836-1,
PagelD 24812. When questioned on cross-@éxaon whether th&eventh Edition oMiller’s
Anesthesiatates that midazolam is the benzodiazepfrahoice to induce anesthesia and is safe
in doses of as little as .2 nfgr that purpose, Dr. Stevens answered that he believed a later
edition ofMiller’s may have been updated on thatnpoi(ECF No. 923, PagelD 30948-49.)

Dr. Stevens was asked about a sectiomisfExpert Declarabn discussing the Drug
Enforcement Agency’s (“DEA”) scheduling of naidolam and pentobarbital. He explained that
under the Controlled Substances Act of 1970, drugs are assigned to schedules ranging from | to
V, with Schedule 1 listing drugs witho medical use and are illicitd. at PagelD 30783; ECF

No. 836-1, PagelD 24814. Schedule Il drugs are caigiused but highhaddictive—such as
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morphine, methamphetamine, and cocainkl. Dr. Stevens then explained that another
reflection of the differences between barbiturated benzodiazepines is the fact that they are
scheduled differently: Ibiturates are more susceptible heing abused and are accordingly
scheduled higher than are midazolam and dikarodiazepines: midazolam is on Schedule 1V,
whereas most barbiturates are on ScheduldBICF No. 923, Padgle 30785; ECF No. 836-1,
PagelD 24814.)

Dr. Stevens testified generally about varimadculations he condtexd and/or data he
relied on in estimating what level of midaaolan the brain would produce a ceiling effect.
(ECF No. 923, PagelD 30788 (dissing ECF No. 836-1, PagelD 24815-28))He explained
the need to examine in-vitro studies—or “cells in petri dishes” in a laboratory setting—because
that is the best datavailable. (ECF No. 923, PagelD 30788.) Using that data, Dr. Stevens
testified that when those celfeached approximately 100 nanaes of GABA (a measure of
concentration), they leveled off, such that efe@®ABA were increased, that fact would not
show a greater effect in the cell modelsl. at PagelD 30788-89. On cross-examination, Dr.
Stevens could not confirm at what temperatthe various specans were testedd. at PagelD
30940. He also attempted to explaariations, means, and trudwes inherent ithese in-vitro
studies. Id. at PagelD 30940-43. On redirect exaation, Dr. Stevens confirmed that no matter
what level of drug concentratidhe ceiling effect of midazolam walculated to be, it would not
change Dr. Stevens’ conclusion as to the sualisidikelihood of harm from using any amount

of the drug as the first i@hio’s three-drug protocolld. at PagelD 30959-60.

15 Later in his testimony, Dr. Stevens explained a calculation error he had made that was idertifeedfiipe
Defendants’ experts, Dr. Joseph Antognini. (ECF No. 923, PagelD 30803-30805.) The error was corrected in Dr.
Stevens’ rebuttal declaratioand Dr. Stevens also testified that thabedid not change his opinions. (See also

ECF No. 923, PagelD 30959-30960.)
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In addition to considering in-vitro data, [Btevens also looked at some clinical studies
that showed a ceiling effectd. at PagelD 30793. Specifically, D8tevens referenced a section
in his Expert Declaration titled “Clinical wsfies of midazolam and BIS.” (ECF No. 836-1,
PagelD 24826.) Dr. Stevens explained thatS'Bis an acronym forbispectral index—a
proprietary algorithm that takes raw EEGrain waves, filters them through some
transformations, and comes up with a single nunopea scale from 100 to zero. A reading of
100 means the individual is completely awakel aware, while zero means there is no brain
wave activity. (ECF No. 923, PagelD 30793-30798r) Stevens explained that BIS value is a
good proxy for determining how much the brainiaty is depressed and can be used during
surgical procedures for measuring depths dfaen and determining when general anesthesia
has been reachedd.at PagelD 30794.

Ultimately, Dr. Stevens concluded that midiano reaches a ceiling effect at about 228
mg id. at PagelD 30800, and that Ohio’s dosage of 500 mg is 2.192 times higher than the
concentration at which midazolam produces a ceiling effdct. at PagelD 30799. The
relevance of that conclusion to a lethal injectiwatocol, Dr. Stevens exaihed, is that because
500 mgq is beyond the ceiling effect, greateses will not produce a greater effelt.at PagelD
30799. Dr. Stevens clarified that if a doses60 mg were administered, a second dose of 500
mg would have “[n]o effect.”ld. at PagelD 30800. Referring to midazolam’s “mechanism of
action,” Dr. Stevenfurther explained:

| mean, all the clinical studies suppthat there is a ceiling effect

of midazolam. Midazolam cannget past a deep sedative level,
deep sedation, according to ASA, and it hasn’t been ever shown to
product general anesthesia. | hdwend no clinical studies to do
that.

*k%
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[I] think that's the key point. Asnuch as you might want it to, one
cannot change the nature of aigltby giving more and more and
more of it.

Id. at PagelD 30801. Dr. Stevens agreed osssexamination, however,ah"it's not possible

to experiment on humans administered dagesiter than those used clinicallyld. at PagelD
30935. He further offered that, despite his vidat midazolam is not dangerous, he did not
belief that any institutional review boardould approve a study in which humans were given
500 mg of the drugld. PagelD 30935.

Dr. Stevens concluded with his opinion thatateeasonable degreestfientific certainty,

“the use of midazolam as the first drug in ae#idrug protocol isighly likely to cause
intolerable pain and suffering,” stemming frahe administration of the second and third drugs.
Id. at PagelD 30802-03.

Dr. Stevens agreed on crossexnation that fast-acting barbiturates such as thiopental
and pentobarbital are pharmacologically more bletdor lethal injection protocols, insofar as
they would produce the seabf general anesthesia that tinst drug is intended to produced.
at PagelD 30921-22, 30927. Dr. Stevens was urtabikentify any manwicturers or suppliers
of thiopental and/or pentobarbital who were willing to sell those drugs, or even those drugs’
active pharmaceutical ingredients, to Ohio foe purposes of conducting lethal injection
executions. Id.at PagelD 30924-325. Dr. Stevens alseadron cross-examination that in an
earlier report he had prepared and submitted BR015 lethal injection case in Arkansas, he
opined that a massive dose of an opioid would be an alternative method of exeddtian.
PagelD 30952-53. Dr. Stevens was unable to recall whether he was aware that Ohio had

conducted an execution in 2014 using a metaf midazolam and the opioid hydromorphone
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when he wrote his 2015 Arkansesport, but he did state thabmbining those drugs would
render a synergistic effect, which is to sagttin combination, each drug would amplify the

strength or effect of the othkt. at PagelD 30954-55.

Sergio Bergese, M.D.

Plaintiffs’ next expert witness was DrSergio Bergese, M.D, a Professor of
Anesthesiology and Neurological Surgery, as welagwacticing anesthesiologist, at the Ohio
State University Wexner Medical Center. Dr. Be3g testified as to fieducation, employment,
and experience in the field of anesthesyyl (Evid. Hrg. Tr., ECF N. 923, PagelD 30812-18);
his Curriculum Vitae isattached to his Expert Decléom (ECF No. 844-1, PagelD 24992-61.)
Without objection by Defendants, the Court ruled that Dr. Bergese was qualified to testify as an
expert. (ECF No. 923, PagelD 30819.)

Dr. Bergese’s expert opinions, as settfant his Expert Declation, are as follows:

4. There are no clinical data establishing what will happen to
an individual upon injection 0600 mg of midazolam, nor
are there any clinical data establishing what will happen
upon injection of 1000 mg omidazolam or any higher
doses.

5. There now exists, however, saféint real-world data taken
from lethal injection executionssing midazolam to be able
to conclude that using midazolam in a lethal injection
protocol will notcause immediate death and will cause the
inmate to suffer an excruciating and torturous execution
while the inmate experiences and feels that pain and
suffering.

6. When there is not an effective chemical mask in place to
hide what the inmate is experiencing, the inmate in every
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10.

11.

12.

execution wusing midazal® has exhibited bodily
movements that demonstrated he was sensate following
injection of midazolam. The inmate was aware and
therefore experiencing the pain and suffering of noxious
stimuli.

The painful stimulus in a lethal injection execution using
Ohio’s protocol can be in the form of air hunger, which is
the sensation of being unalite catch one’s breath, like a
fish out of water. Desqrtions of movements by Dennis
McGuire in Ohio, Joseph Wood in Arizona, and Ronald
Smith in Alabama all strongl suggest thas individuals
experienced air hunger during their executions.

While McGuire was injected with 10 mg of midazolam,
Mr. Wood was injected with 750 mg of midazolam, and
reports suggest Mr. Smith was injected with at least 500 mg
and possibly 1000 mg of midazolam.

The painful stimulus usin@hio’s execution protocol can

be in the form of feelings aduffocation like being buried
alive, which will occur when the respiratory system’s
muscles are paralyzed by the paralytic agent. The person
will be unable to perform the muscle movements necessary
to breathe while aware.

The painful stimulus usin@hio’s execution protocol can
be in the form of feeling like being burned alive from the
inside, as if fire is being poured into the veins, when
potassium chloride is injected into the blood vessels
causing irritation.

The painful stimulus usin@hio’s execution protocol can
be in the form of a searing pamh a massive heart attack as
potassium chloride disrupts the electrical activity of the
heart and cause cardiac arrest.

Reports of executions in wh a condemned inmate was

first injected with midazola and then bodily movement
such as moving the extremities or opening of one or both
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13.

14.

15.

16.

eyes was observed following injection of the paralytic drug
and/or potassium chlorideuggest those individuals were
aware or at least able tedl and experience the stimuli
associated with the second and third drugs, and were
responding to one or more of these stimuli. Further
responsive movements were subsequently hidden behind
the chemical veil of the paralytic drug taking full effect.

Because the inmate will not be rendered and kept unaware
and insensate quickly followg the initial injection of
midazolam in a three-drug protocol using a paralytic agent
and potassium chloride, andlMnot be rendered and kept
unaware and insensate throughth# entire process until
death occurs, the inmate will experience any or all of those
stimuli during his execution.

The use of midazolam in Oladhree-drug lethal injection
protocol creates a substahtend unnecessary risk of a
severely painful, torturous death process. There is more
than a substantial and unnecegsask; it is a virtual
certainty, based on the onlgata from real-world
applications of midazolam ahe amounts used in lethal
injection executions.

The pain associated witthe second and third lethal
injection drugs would be excruciating, equivalent or worse
than the pain associated with a major surgical intervention
with no anesthesia. Similarly, the air hunger caused by
respiratory suppression oim midazolam would be
terrifying and painful. Unless the IV-administered
midazolam would induce and mgain a state of being
unaware and insensate deep enough to withstand at least
the pain of a major surgical intervention, or to not be
overcome by the painful stinug of air hunger, it is
ineffective in its intended role in Ohio’s execution protocol
No amount of midazolam can do that, however.

It is my expert opinion, based in substantial part on

reviewing the reports from lethal injection executions, that
an IV injection of 500 mg ofmidazolam, or a 1000 mg IV
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17.

18.

19.

20.

injection of midazolam, or a greater dose, is incapable of
rendering and holding an inmate in an unaware and
insensate state through the exxgece of air hunger and the
sensations associated withe second and third lethal
injection drugs in Ohio’s protocol.

Midazolam’s inability to render and hold an inmate

unaware and insensate in the presence of painful stimuli
from the second and third drugs makes midazolam
unsuitable from use as contemplated by Ohio’s execution
protocol.

Midazolam’s inability to render and hold an inmate
sufficiently unaware and ineeate in the presence of
painful stimuli from suffemg air hunger makes midazolam
wholly unsuited for use as contemplated by Ohio’s
execution protocol.

My opinion is not just Isd on having administered
midazolam (and many other trgeneral anesthetic drugs)
many thousands of times ovtre course of my medical
career. Leading medical textpharmacological references,
and research papers confimidazolam cannot induce and
maintain a sufficiently deepate of unawareness and being
insensate in the presence of painful stimuli. An established
body of information, thereforegconfirms tlke real-world
data we have from lethal injection executions using
midazolam.

The reason midazolam cannot sufficiently depress electrical
activity in the brain to hold ammate unconscious in the
presence of pain stimuli isréctly tied to the biochemical
mechanism by which midazolam exerts action in the brain.
This specific biochemical mechanism places a firm limit on
the maximum pharmacological effect that midazolam can
have. This specific biochemical mechanism means that
midazolam is chemically incapable of depressing neuronal
activity to the same extent as general anesthetics such as
propofol.
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21.

22.

23.

24,

Midazolam does not renderdamaintain a person unaware
and insensate through the appiicatof a painful stimulus.
For midazolam to keep a persanaware it would have to
work also on the implicit memory, otherwise it only would
cause memory dissociation. dbes not depress electrical
activity to a deeper level than would be provided by, for
example, pentobarbital. kkzolam does not produce any
analgesic (“pain blocking”) effect.

Even the memory dissoc@t and limited depression in
neuronal activity midazolam induces will have a ceiling
effect and it will wear off rapidly. It is highly likely the
maximum effect of midazolam will begin to wear off,
manifested by a measurable increase in neuronal activity,
within  approximately fifteen  minutes following
administration.

The properties of midazate limit its ability to fully
depress electrical activity ithe brain. The lack of any
analgesic (pain blocking) properties renders midazolam
incapable of maintaining even that limited level of
depressed electrical activiynder the undiminished pain
and suffering associated with the drugs in Ohio’s execution
protocol.

The “consciousness assessment” called for in Ohio’s
protocol is undefined. But if does not involve the use of
reliable instrumentation-based assessments of awareness
and the ability to feel and experience pain, it is not an
adequate means of assessing whether an inmate is unaware
and insensate before administration of the second and third
lethal injection drugs. Furthmore, the execution rehearsal
documentation | have seen demonstrates that Ohio
execution personnel will conduct an extremely short
consciousness check, mostly based on the lack of reflex,
much too soon after they conclude injecting the first 500
mg of midazolam, and thateip will proceed to inject the
second and third drugs far tooosm after injection of that
midazolam. A lack of reflex does not constitute a lack of
awareness or a lack of pain.
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(ECF No. 844-1, PagelD 24942-47.)

Dr. Bergese testified that the field in which he primarily practices, anesthesia during
surgical procedures on the brain, puts mengphasis on managing a patient’s brain before,
during, and after surgery. When asked whetlogsciousness is the sartieng as awareness,

Dr. Bergese answered, “No, they are concdptst clearly cross paths, but you can be
unconscious and be awar8.”(ECF No. 923, PagelD 30819.) Mergese furthetestified that

“we can make the same assumption from pain. So you can be unconscious and you can have
pain.” Id. at PagelD 30820. He explained that #guet who is unconscious but experiencing

pain might exhibit such signs agpertension, tachycardia, hiptood pressureancreased heart

rate, sweating, or movemernit. at PagelD 30821.

Dr. Bergese defined general anesthesiahasstate at whicla patient can undergo
surgery, and is defined by achieving (1) immoWjli{2) lack of consciousness, and (3) lack of
pain. Id. at PagelD 30821. Dr. Bergese testified thata general rul@nesthesiologists use
multiple drugs for a surgical procedure, using one drug to induce anesthesia and another drug or
drugs to maintain anesthesiad. at PagelD 30821-22. Dr. Baxge proceeded to explain the
nature and use of Bispectraldex (“BIS”) as a proprietary gbrithm that measures EEG and
other data to produce an indexattprovides an understanding thie depth of aesthesia of a
patient. He continued that on a scale from zero to 100, the range of forty to sixty would reflect a
state of general anesthesld. at PagelD 30823.

When asked whether midazolam has gesic properties, Dr. Bergese answered,

“[c]linically I will say no.” Dr. Bergese then clarified that BIS monitors have nothing to do with

" The Court notes, so the record is clear, thalewthe Court found Dr. Bergese’s command of the English
language to be fluent, Dr. Bergedid speak witla pronounced-accent.
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treating or gauging painld. at PagelD 30824. Dr. Bergesengl that he would ever use
midazolam by itself as the scémesthetic for a procedute.ld. at PagelD 30825. When asked
during cross-examination whether midazolam igreused alone to sedate a patient before
intubation, Dr. Bergese stated that midazolamot “commonly used ahe, but you can use it
alone, true.” Id. at PagelD 30901. He also allowed timatcertain circumstances such as a
patient in distress during an emeangg, midazolam might be used alonkl. at PagelD 30900.
Dr. Bergese explained thattt@ugh midazolam is “very conmunly” used for colonoscopies,
midazolam is never used alone,and is insteset with an opioid whbh treats the painld. at
PagelD 30825-26. Dr. Bergese testified that srould typically give the opioid followed by
midazolam because due to pharmacokinetics, ifgh&ent’s pain is treated first, he or she can
then be given a lower dose of a sedativadoieve the degree of sedation destfe®r. Bergese
also testified that a person undergoing a colonoscopy “absolaetiyally experiences the pain
as the procedure is happeninigl. at PagelD 30826-27. He explained that midazolam also has
an amnesic effect, such that a patient coakl & painful experience @sis happening but not
remember that later.ld. at PagelD 30828-29.

Dr. Bergese testified that the amnesic quaiditynjected midazolam would not have the
ability to stop an inmate from actually expegamg any pain associated with his execution by
lethal injection. Id. at PagelD 30829-30. He clarified that the pain experienced would depend

on how much the inmate’s consciousness is dspk noting that conscimess is not an all-or-

" Dr. Bergese later testified on cross-examination that he disagreed with an opin@eddndexpert Dr. David
Waisel, who testified in these proceedirspme three years ago, that there lsvel of IV-administered midazolam
that could result achieve a state of general anesthesia. (ECF No. 923, PagelD 30890.) Wtemiagleoss-
examination whether he was aware that another experhadh testified in this litigation, Dr. Mark Dershwitz,
stated that he had used midazoksrthe primary drug to induce anestia for neurosurgeries, Dr. Bergese
answered that he did not recall reading that but agreed that it was “possible” to use midazolam under those
circumstancesld. at PagelD 30902. Finally, Dr. Bergese adrditlaring cross-examination that he was not aware
of testimony by yet another expert who had testifiedimlitigation, Dr. Mark Heath, that very high doses of
midazolam would completely ablate consciousnédsat PagelD 30902-30903.

18 This is apparently consistent willr. Dershwitz’s testimony about the likedffect of the drugs used on McGuire.
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nothing proposition, but rather, isspectrum of different gradesld. at PagelD 30830. Dr.
Bergese then testified thatah inmate’s consciousness were depressed enough, that inmate
would not only feel, but wouldeact to, pain,which could ndie relieved by midazolam’s
amnesic effect. Id.at PagelD 30830. Explaining thi®rcept in the coeit of a routine
colonoscopy, during which a combination of aresthetic and an opioid would be used, Dr.
Bergese testified that a patient’s inability to remember the procedure or any attendant pain does
not mean that the patient did rasttually experience the paiid. at PagelD 30831-32.

Dr. Bergese next testified that movemengemetimes occur after a patient has been
sedated. As a preliminary matter, Dr. Begyésstified that movements while under sedation
mean that the anesthesigist is “not doing a very good job,” wiew of the facthat one of the
three goals of anesthesia is immobilitd. at PagelD 30834. Whikcknowledging a theoretical
difference between movements that are refleawvé movements that might indicate some level
of consciousness or awareness, Dr. Bergeseigéstifat if a patient exhibited movement during
surgery, he as the anesthesiologist would imatetyi give more anesthetic because as soon as
the patient moves, consciousness is going to folltdv.at PagelD 30835. Dr. Bergese noted
that this is an example of where a BIS mond@an be valuable because it would show whether a
patient's EEG is becoming more active, indicating a return to consciousigsat PagelD
30836. Dr. Bergese appeared toeggon cross-examination that eveit would be difficult to
draw any conclusions from reports of movernsesuch as eye movements alone, when such
movements happen frequently, “it makes me beltbaé that involuntarynovement may have a
lot to do with consciousnessld. at PagelD 30892.

Applying these principles to an execution context, Dr. Bergese agreed that it is very

important with a three-drug protocol that the first drug works to render the inmate fully unaware,
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fully insensate, and unconsciould. at PagelD 30837. When asketly that is so important,
Dr. Bergese answered, “[w]e know, for instanaeuronium, [the] econd drug[] that you are
going to use, is painful on injectionfd. at PagelD 30837-38. Dr. Basgg further testified that
the pH of potassium chloride,ehhird drug in Ohio’s three-drugxecution protocol, is caustic
and would cause painld. at PagelD 30838. He added “thare things that we don’t know,”
such as whether the process of dying is somgtthat might cause an inmate being executed
react differently than a patient undergoing surgedy.at PagelD 30838. He also explained that
it would never be medically acdaple to paralyze a fully coo®us patient because it is
absolutely terrifying not being able to moaed being aware of ndieing able to moveld. at
PagelD 30840-41.

When asked whether, hypothetically, he do&ve offered any opinion three years ago
about an execution protocol involving a nuireé of 50 mg of hydromorphone and 50 mg of
midazolam, Dr. Bergese answered that he waoldhave offered an opinion because there was
no scientific or real-world data upon which to relid. at PagelD 30842-44. By contrast, he
testified that he was now in a position tdeofopinions about Ohio’s three-drug execution
protocol because “[nJow we haueal data that we cannogriore,” refermg to eyewitness
accounts of midazolam-involved executiomd. at PagelD 30844-45. He continued:

We just cannot ignore the people are gasping, the people are going
20 minutes, that people are going 40 minutes. It's your
responsibility as a citizen to act on this.

| was in Europe last time thathear this. People talk to you like

we are inhumane, that we arestjilhaving people 20 minutes, 30
minutes, 40 minutes. So cleanye are here today because we
have a problem, and clearly we haweeaddress this problem. So

that’'s why | accepted this time and say yes, | will do a report.
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Id. at PagelD 30845. Dr. Bergesepkained that for science toaeh valid conclusions, it must
consider “every single piece of data.ld. at PagelD 30845. In this context, Dr. Bergese
continued, while it is important to considanarmacology, pharmacodynamics, and clinical data,
“l think that the strongest data that youvéas what happened in those execution$d: at
PagelD 30846. Dr. Bergese explained during cexssnination that althoughis important to
consider every piece of available data, heeetplly did not place much stock in what findings
any court might have made about stimmeg as complex as “consciousnessid.at PagelD
30894-95.

Dr. Bergese was asked about the recent éxesuto which he was referring, beginning
with Alabama’s execution of Ron Smith. Testimy and evidence demonstrated that Smith was
executed with a three-drug protocol that began with an IV adtration of 500 mg of
midazolam, followed by a paralytic and then potasschloride. Dr. Bergse testified that he
had reviewed news stories of eyewitness accoastsvell as a sworn declaration by Spencer
Hahn. Id. at PagelD 30849. Dr. Bergese found sigatfice in accounts that Smith appeared be
speaking for several minutes aftke injection of midazolamld. at PagelD 30850. Dr. Bergese
explained:

| think it’s telling us that here wkhave something that is different,
that we haven't seen [with] loér type of hypnotics. | do
anesthesia every day, and whgu put somebody else asleep —
and I'm talking about smaller dosgxeople just don'’t talk. People
just don’'t do those kind of things.So here to me what it's
signaling, what it's telling me ighat it's a higher recruiting on the
brain of consciousness for this pmngo be able to do this kind of
thing, to be able to spkato be able to think.

So it's very difficult. Like | saidbefore, we work in a black box.
We don’t know what happened the middle. It's no different
than when we do general anesthesia. So sometimes it's very
difficult to get conclusions when y@ee a little movement in here,

50



a little movement in there. Yotan argue either way. But, here,
clearly, the state of consciousnessthis patient is much, much
higher than you will expect for somebody else to just move a
muscle, who has a twitch.

Id. at PagelD 30849-50. Dr. Bergese continuett thlking requires aignificant amount of
brain activity. Id. at PagelD 30850. Later, during cr@ssamination, Dr. Bergese agreed that
although he was aware of one or two executaursng which the inmate(s) purportedly spoke,
he was aware that there have been quite arfere executions during which the inmates did not
speak.Id. at PagelD 30896. Dr. Bergese explained tiffact that midazolam has appeared to
“work” for some people does not invalidate lbiginion as to the inmates on whom it did not
appear to work as expected with respealdpressing those inmates’ level of awarenddsat
PagelD 30896-97. When asked about the validitgn opinion based on one or two isolated
incidents, Dr. Bergese explained that the unusueurrences of peoplexhibiting any kind of
movement or speaking validated his reacharg opinion based on the few cases in which
inmates moved or spoke during thexecutions: “When [I] put patient asleep, people don’'t do
those kinds of things . . . aisthce we are not measuring elegdtifunction of the brain [during
executions], we just don’t know the answer. That's my concdch.at PagelD 30898.

Later during cross-examination, Dr. Bergeseead that it would be very difficult to
conduct research on the effects of the dosage tdwmidazolam prescribed by Ohio’s current
execution protocol because that dosage level far exceeds a clinical levat. PagelD 30908-
09. He also agreed that although data extréipaabout high dosages could “[g]o either way,”
he maintained that “there is data, sufficient data [that] led me to believe that some of those

inmates were conscious beyond whexpected with the doseld. at PagelD 30909.
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Continuing with the Smith execution, Dr. Bese also found significance in accounts
that five minutes after being injected with mmblam, Smith was pinched on the back of the arm
and yanked away from that pincid. at PagelD 30851. Dr. Bergeseplained that withdrawing
from pain is a complex thing and that a perato is unconscious will novithdraw from pain.

Id. at PagelD 30851. Dr. Bergese explained thate is a differerec between involuntary
movement and voluntary movement, and thatuntdry movement requisea much higher state
of consciousnesdd. at PagelD 30851.

When asked about accounts that Smittedifhis head, looked around, and moved his

arms, Dr. Bergese continued:

That is not normal by any means.was thinking about this this
morning when | put two patients asleep. And | counted and | never
do and | counted this morning and 18, 20 seconds later it tells
patients, they were gone. Thdid not move. They did not do
anything else. So clearly the quanof midazolam that was used

is not working as my propofol thdtused this morning. So is
something quite different here Those drugs are affecting
consciousness in a different way. So that's my conclusion.

Id. at PagelD 30852. Such purposeful movementh as the clenching and unclenching of
one’s fists, as opposed to perhaps the openmigciosing of the eyesequires a more active
brain. Id. at PagelD 30852. Dr. Bergese stated, thvth a high degree afertainty, a person
exhibiting such purposeful morents is not insensatdd. at PagelD 30852. And given that
Smith was actually injeet with a second dose of 500 mg of midazolam, Dr. Bergese stated
again that “that’s where sciengees wrong. . . . So clearly, &g, I['m] going to insist, my
observation is that this drug is nebrking as we thought it would.Td. at PagelD 30853.

Dr. Bergese was next asked about the Jgnl@, 2014, execution of Dennis McGuire in

Ohio. He testified that accounts that McGuire was opening and closing his fists after being

52



injected with a mixture of 10 mg of midazoleand 40 mg of hydromohpne indicated “that the
brain is working to the point that the inmate can do purposeful movement[s]” and that the inmate
“[i]s not fully unconscious for sure.’ld. at PagelD 30855. With resgt to accounts that after
administration of the two-drug mixture, McGaisaid “I love you” twvard his children, Dr.
Bergese testified that “speakingasen a more elaborate functionltl. at PagelD 30855. He
also offered that “[sJomebody else who [s}eak[ing] will feel pain for sure.”ld. at PagelD
30855. That McGuire was injected with an opioid in additiothéomidazolam did not change
Dr. Bergese’s assessment as to the use of niatazas it relates to consciousness as the first
drug in a three-drug protocolld. at PagelD 30855-56. He mmiated that conclusion during
cross-examination, testifying thatthough a lower dose of middam was used than that now
prescribed by Ohio’s execution protocol, Dr.rgese would have expected the midazolam to
have a “higher effect,” given the fact that opioids and midazolam have a synergistic leffatt.
PagelD 30899. Dr. Bergese explained théiat happened during the McGuire execution,
followed by what happened during the Ronald Srakcution in Alabama, begins to establish a
pattern showing that midazolam is not havihg expected effect during executionkd. at
PagelD 30857.

Dr. Bergese was asked about the executio@lafton Lockett in Oklahoma. Referring
first to the autopsy report, Dr. Bergese ndteat there were 1400 nanograms of midazolam per
gram of tissue, “which is above and beyond wjmat need for general anesthetic, for instance.”
Id. at PagelD 30858. Asked to comment on ewedethat following the injection of lethal
injection drugs and originally appearing unconssi, Lockett proceeded to speak, writhe, clinch

his fists, and try to lift himsgloff the table, Dr. Bergese m@snded, that if Lockett’s brain was
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still active enough to perform thoaetions after administration dfe drugs, then the drugs were
not having the intended effedd. at PagelD 30858.

Turning to the execution aloseph Wood in Arizona, DBergese was asked about
accounts that Wood was injectedth a total of 750 mg ofmidazolam and 750 mg of
hydromorphone over the course of two hours, dttempted to breathe and gasped over 640
times. Id. at PagelD 30859. Dr. Bergese stated:

| think it's more or lss what we were talkg about. It's a long
period of time. Two hours is arlg time. You don’t expect that
hiatus. | mean, it is a long period.here [are] a lot of drugs that
were given and still they are ndbing what you think [they're]
supposed to do.

Id. at PagelD 30859. Dr. Bergeseuld not give a definitive answer as Wood’'s state of
consciousness during his lengthy executideh. at PagelD 30860. Similarly, he could not say
whether the movements and breathing actiormss ®hio inmate Densi McGuire exhibited
during his execution were incident to the actdging or an indication that his brain still had
some level of functioningld. at PagelD 30861.

Dr. Bergese was next asked about evidefmoen Florida executions indicating that
following an injection of 500 mg@f midazolam followed within aninute or two by an injection
of a paralytic agent, certain inmates ext@fliminimal movements such as eye openilt.at
PagelD 30862. Dr. Bergese appeared to questierapplication of the paralytic so quickly,
noting the importance of being very sure ttieg inmate was insensate and unconscious before
receiving the paralyticld. at PagelD 30862-63. During cross-examination, Dr. Bergese did not
dispute that as of April 15, 2015, Florida haohducted a total of eleven lethal injection
executions using 500 mg of midazolam as filst drug in a tree-drug protocol.ld. at PagelD

30886-87. Dr. Bergese acknowledgdtt he considered how qlly the paralytic agent
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follows the administration of the midazolam HKorida, and the manner in which Florida
immobilizes inmates’ hands during executions imfimg his opinion, to the extent that he did,
about the Florida midazolam-involved executiotds. at PagelD 30887.

Dr. Bergese continued that an immediate injection of the paralytic would mask
movements such as were witnessed in theGMie (Ohio), Wood (Arizona), and Lockett
(Oklahoma) executions, butowld not guarantee that themate was unconsciousness and
insensate.ld. at PagelD 30863. A person fully paralyzed fully conscious, would experience
considerable terror. 1d. at PagelD 30863. Dr. Bergesmntinued that nothing about
consciousness should be gleaned from the absgiimovements during executions in which the
paralytic drug was injected vequickly after the first drugld. at PagelD 30863-64.

Dr. Bergese testified that what occurreding the four executionbe was asked about
indicate to him that for whatever reasamidazolam “is not doing what you thought it woufd.”

Id. at PagelD 30864. Dr. Bergese “absolutehgreed, to a reasonabtegree of medical
certainty, that Plaintiffs Tibbetts, Phillips, andt®©would be subjected ta substantial risk of
experiencing the pain and suffering of an execution is they were executed using Ohio’s current
protocol. Id. at PagelD 30865.

Dr. Bergese agreed on cross-examination, hewehat he was not testifying that there
were no circumstances under which the dosageniofazolam set forth in Ohio’s current
execution protocol could render ammate sufficiently sedated twot be aware of the noxious

stimuli of the second and third drugkd. at PagelD 30873. Dr. Bergese also agreed on cross-

19 Dr. Bergese later testified, in response to questidnjrtge Court, that although he did consider the fact that
many of the accounts of these executions were provided by highly biased witnesses ateylégarded the data
as reliable because “the majority of the data pointseéséme place.” (ECF No. 928,PagelD # 30869-30870).
To that point, Dr. Bergese testified on cross-examinatianatthough he truly thought about the biases that might
be underlying eyewitness accosinff these executions, “the reasons thdtlto a different opinion is because two
hours of breathing is two hours of breathing and you can't — anybody else who is breathiregifours after the
drugs were given, | don’t know how you can slice it differemd.” at PagelD # 30893.
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examination that if midazolam administeredridg an execution does nappear to have the
effect desired it could be because thelamblam was not properly administeredd. gt PagelD
30874. Dr. Bergese stated that he is 100 pércerain that the dosage level of midazolam
called for in Ohio’s execution protocol will not render the inmate insensate to the noxious stimuli
of the second and third drugs in the protd€ald. at PagelD 30875.

Dr. Bergese next testified about conotus he set forth in a Supplemental Expert
Declaration—specifically with respect to the siikferent types of “consciousness checks” that
could be used during executions under Ohioisesnu protocol. (ECHNo. 897-1). Dr. Bergese
explained:

So the problem with this kind of quote-unquote consciousness
check is that they are not tyutonsciousness check. All you doing

is . .. checking a reflex or . . . checking pain. So if | touch your
eye, all | am doing is . . . monitoring the trigeminal nerve and the
facial manner and see[ing] their response.

If 1 pinch you and you move your arm, all | know is you are
withdrawing [from] pain but thadoesn’t talk about consciousness.

So as general rule, if you do nodve consciousness, you are not
going to have reflex. But the oppi@sis not true. You can have
no reflex and be fully consciougs we talkfed about] in the
beginning of my declaration whensaid, well, people who'[re]
undergoing surgery sometimes dmember but don’t have reflex.

So, again, did we use that in anesih? Sure, we used that, but it
is very rudimentary way to measure consciousness. That's why
now we use EEG-based technology because you truly see what the

% pefendants attempted to ascertain during crossieasion whether Dr. Bergese waware of the testimony in
this litigation three years earlier during which Dr. David \WWhmurportedly testified, or at least suggested, that
Florida’s prescription of 500 mg of midazolam at that time would have been sufficientiter e inmate insensate
to pain. Several objections and responses leave ojpatieroretation whether that was actually Dr. Waissel's
testimony. (ECF No. 923, PagelD 30877-79). Dr. Waisel testified that he had beéipskFlorida inmate to
review Florida’'s execution protocol, but that he ultimatety/riit testify on that inmate’s behalf because “I did not
feel | had anything credible to offer his case.” Id. at PagelD 30880. Neither party,Qothts view, was able to
establish through Dr. Bergese why Dr. Waisel felt he had nothing credible to offer the Florida inmate’s case.
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brain is doing and that is not ev&@0 percent full [sic] proof. But,
still, this is very rudimentary, number one.

Id. at PagelD 30866-67. Dr. Bergese furtheriftedt that it matterswho is performing a
consciousness check, such that a neurologist or other similarly tyaiof$sional would be
better capable of interpreting athany movements might meand.at PagelD 30867. Dr.
Bergese agreed that although a response would indicate consciousness, a lack of response does
notindicate a lack of consciousnedd. at PagelD 30868.

Dr. Bergese strenuously denied cross-exation suggestions that he considered only
data that supported his opinions, and did not idenslata inconsistent with his opinionkl. at
PagelD 30888-89, 30907-08. Dr. Bergese deniednias opposed to capital punishment as a

matter of public policy.ld. at PagelD 30904-05.

Joseph Antognini, M.D.

Defendants’ first expert witness, Dr. Josefhtognini, testifiedthat he attended the
University of Southern Califoia, and performed his resi®y in anesthesiology at the
University of California, Davis (“UCDavi9” (Evid. Hrg. Tr., EE No. 924, PagelD 31020.)
After being in private practice for five years asisig in a variety of surgical procedures, Dr.
Antognini joined the faculty dCDavis where he performed altal work, condated research,
and taught medical students and residelitsat PagelD 31020-21. He has been retired from the
active practice of anesthiology for approximately one yeand now volunteers as a clinical

professor.ld. at PagelD 31101.
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In his clinical research, Dr. Antogninfiocused on the how anesthetics produced
immobility, with a further concentration on thelationship between anesthesia and autonomic
responses such as an increase in heart aatelood pressure upoapplication of noxious
stimulation. Id. at PagelD 31022. He testified that is iork, he sought to determine where in
the subject’s body the anesthstiwvere producing their effects result in immobility. Id. at
PagelD 31022-23. He acknowledged that most ®fégearch in that area was performed using
animal models.ld. at PagelD 31023. His research did inctude studying th consciousness of
the animals, nor did he study the effectsmaflazolam or other benzodiazepindd. at PagelD
31102-3, 31033.

In addition to his clinical work and teachidgties, Dr. Antognini’s curriculum vitae lists
over 160 articles in professional journals, 127%vbich were peer reviewed; case reviews; and
chapters in books he has auttabr (Curriculum Vitae of Jopé F. Antognini, M.D.; DX 4, ECF
No. 924, PagelD 31020-33, 31102.) dddition, he has revieweather authors’ papers and
served as an associate editor for the journal “Anesthesiololgl.’at PagelD 31024. He has
recently retired from teaching at UCDavisdafrom the active practicof anesthesiologyld. at
PagelD 31026, 31150. He was permitted by the Coutedtify as an expert withess without
objection from Plaintiffs.Id. at PagelD 31026.

Dr. Antognini identified three essential goalsanesthesia: amnesia, unconsciousness,
and immobility. 1d. at PagelD 31026-27. Titustrate the order invhich the three goals are
reached when anesthesia is administered, Dr. Antognini drew a*Yysiiwing that first the

anesthetic affects memory, thus the amnesiaig@chieved; then consciousness, achieving the

% The graph Dr. Antonini drew for demonstrative purposes during the hearing is duplicatecejpoini.
(Plaintiffs’ Preliminary Injunction Hearm Exhibit 4, Declaration of Joseph Antognini, M.D., M.B.A., also filed
at ECF No. 852-1, PagelD 25790.)
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second goal; and finally movement, cdetimg the third goal of immobility. Id. at PagelD
31029-30. He made it clear, however, thdien referring to “movement,” it was gross
purposeful movement he waslkiag about, not a simple ihdrawal reflex from noxious
stimulus? 1d. at PagelD 31031-32. He acknowledged thaitethis an element @frbitrariness in
interpreting movements by a patient or subjetta study; where some practitioners or
researchers will interpret reflexive movements as indicative of consciousness, others wdll not.
at PagelD 31032. Although Dr. Asgnini stated that he has nperformed any studies of
midazolam or on anesthesia as it relatesnemory or consciousness, he acknowledged that
memory and consciousness are more sensitive to anesthetics than miobityPagelD 31028,
31134.

Dr. Antognini testified that anesthesia actsthe spinal cord to achieve immobilitid.
at PagelD 31133, 31138. Itm®t uncommon for patients toave during surgery, even though
they are unconsciousld. at PagelD 31027-28. He noted tleaen brain-dead humans have
demonstrated spontaneous movement or movemaesponse to noxiousimuli by sitting up
in bed, crossing their arms over their chest, onitg their head, which is referred to as the
Lazarus Phenomendn.Id. at PagelD 31035. He himself hagnessed some such movements
in his work as an anesthesiologist assistingarvesting organs fronmdividuals declared brain
dead. Id. at PagelD 31036. In such circumstancespligerved the individual’s blood pressure
or heart rate increase, and such occurrencestheen reported inéhiterature as wellld.

Contrary to Dr. Bergese’s testimony, DAntognini denied that complex physical

movements are always imditive of consciousnes$d. Referring to his ggh, he explained that

22«“Noxious stimulus” was defined as “a stimulus that causes or has a potential to cause tissue damage” by Dr.
Antonini. (ECF No. 924, PagelD 31034.) He provigedmples of heat, chemicahechanical, and electrical
stimuli. 1d.

% Referring to the story of Jesus raising his friend Lazarus from the dead, recounted at John 11:1-27.
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consciousness is affected by anesthesia begimes purposeful movement is, and therefore an
unconscious individual can exhibit colep movements while unconsciousld. at PagelD
31037. In fact, in the surgical context, patiecés move their arms around, attempt to sit up,
cough, and move quite violently when an incissemade even though they are unconscidds.
Dr. Antognini appeared to qualify that statamh somewhat, however, by immediately stating
that it is difficult to achievehe correct level of asthetization, and that sometimes misjudgment
of the amount necessary for a particular patient does hapfien. When asked how such
complex movements are possible from an anégdtepatient, Dr. Antognini responded that

| believe, again, based on the work that I've done and also the

work that’'s documented, complex neurocircuitry in the spinal cord

and brain stem . . . lead me tdibee, and | think others, that the

complex movements occur becausé¢hef — or the circuitry is there

to generate those movements. j8st because the patients are

unconscious does not mean thatyttcannot move in a complex

way.
Id. at PagelD 31038. Dr. Antognigave a further example of hgoint describing “the frog
wiping reflex,” in which a frog will use his bad&g to wipe away a noxious stimulus applied to
his front leg even after the connection between the brain andl surd has been surgically
severed.ld. at PagelD 31038-39.

In surgery Dr. Antognini woudl expect to see a variety wiovements from the patients.

Id. at PagelD 31043. There could be violentghmag about or “bucking,” vigorous coughing,
or movement of the arms and legs, and thaine of the reasonmatients are strapped down
during operations.Id. at PagelD 31043-44. In additiontipats’ eyes can remain open during

surgery and dry out, which ishy the eyes are almost alwagped closed during surgerid. at

PagelD 31044. Movement during surgery cadicate the return ofconsciousness, the
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emergence from the anesthesia. at PagelD 31160. Dr. Antognini’s first response to such
movement would be to administer additional anesthdédic.

Other responses would vary according to the circumstances of eachdasgePagelD
31159. He might administer an opiate, amlgesic, or a muscle relaxant, depending upon
whether the patient has suffered trauma, and theaextent of the trauma, and the status of the
patient’s blood pressurdd. at PagelD 31159-60. The anesthlegjist must be cognizant of the
risks presented by each of those options. Somestigiving the patient a muscle relaxant is
preferred because even though the patient bw®ymoving, he or she may be sufficiently
anesthetized to prevent the formatioh memories and remain unconscioutd. at PagelD
31159.

Dr. Antognini was asked taxplain the difference betweennaxious stimulus and pain.

In responding, he testifiethat a stimulus threatens to ousas damage to normal tissue whereas
pain is “the conscious awareness or that unplgasensory and emotional experience associated
with that noxiousstimulation.” Id. at PagelD 31040. For instandene were struck in the knee
with a hammer, he would experience painwald have a painful experience following the
application of the noxious stimulus of the hammdéd. But if one were anesthetized and a
procedure equally as painful ashammer strike to the kneere performed, upon awaking the
patient would report having felt no paiid. at PagelD 31041. In other words, Dr. Antognini
believes any discussion of the experience of ghwmuld be restricted to those individuals who
are awake and conscioutd. There is, however, no generally accepted objective measurement
of pain. Id. at PagelD 31098.

In determining the proper dosage of ildth anesthetic for a particular patient,

anesthesiologists are guided by the minimal abreobncentration (MAC), which is the dose at
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which fifty percent of the population would displgross purposeful movement and fifty percent
would not. Id. at PagelD 31041. Of course, that deseies with the dgree of pain the
procedure would be expectedindlict on a conscious persond. at PagelD 31042. Obviously,
the greater the noxious stimulus, the greater dselrior more of or a stronger anesthetic, and a
patient in poorer condition may noé able to receive the dose that might be given to a healthier
or younger individual.ld. at PagelD 31043.

Dr. Antognini’s attention wa directed to a figure iMiller's Anesthesiahat duplicates,
for the most part, the information on the graph drew in Court and which appears in his
declaration, which attempts to explain iwhat order anesthesia affects amnesia,
unconsciousness, and gross purposeful moveniBrdintiffs’ Expert Exhibit 9, Bates No. 1079;
ECF 852-1, PagelD 25790.) Dr. Agmnini testified that althougthe graph relateto inhaled
anesthetics, it is a conceptuahaing and therefore it has apg@imon to intravenous anesthetics
as well. (ECF No. 924, PagelB1128.) He recognizetthat the three sepdeatrajectories for
amnesia, unconsciousness, and gross purposeftément might very welippear different in
relation to each other ia graph dedicated to intravenousesthetics rather than the one for
inhaled anestheticdd. at PagelD 31128. The paucity of dataintravenous anesthetics’ effect
on memory, consciousness, and mobility is alteduhe relative ease of conducting studies and
measuring the results of inhaled anesthetitd. at PagelD 31135. Rather than having to
perform analyses on the concentration of thestretic in blood, theoncentrations can be
measured in exhalations from the lungsen inhaled anesthetics are studiédl. Thus, there is
no data from which to reliably conclude thae graph diagraming inhaleanesthetics’ actions
on memory, consciousness, and mobility is illusteaof the actions of injected anesthetidd.

at PagelD 31135-36.
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Dr. Antognini testified that he is faliar with the benzodiazepine midazolam and
described it as a short- and fast-acting drug usekis specialty for sedation in therapeutic
doses. Id. at PagelD 31045. As one might egpedosage depends on the individual
characteristics of the patient and thepgmse for which the drug is being usdd. The primary
purpose of administering midazolagmor to surgery is to relievanxiety and produce some level
of sedation, but it is also used during procedsteh as colonoscopies, and as a beginning of the
process of putting a patient under anestheklaat PagelD 31045-46. For a colonoscopy, for
instance, Dr. Antognini might give one to fiveilligrams of midazolam to the patient with
elderly patients generally receiving the lovdeise and younger patients receiving a larger dose.
Id. at PagelD 31046. Beginning thpgocess of anesthetizatiaa called the “induction of
anesthesia” and requires more of thegdthan in the colonoscopy scenarld. at PagelD 31047
Midazolam takes effect within one tao minutes in almost everyonéd. at PagelD 31048.

One of midazolam’s most potent effects tes prevent the formation of memories,
satisfying the first goal odnesthesia, amnesidd. While some drugs that cause amnesia can
ablate memories formed prior to the admmaisbn of the drug, midazolam cannot. In that
regard, midazolam causes anterograde ammagier than a retrograde amnesd.

Midazolam can also cause unconsciousnedscan, among other similar drugs, play a
part in the induction of asthesia, as noted abovil. at PagelD 31049 Midazolam may be
used during the intultian procedure, which is\ery “stimulating” procedw, meaning that it is
extremely uncomfortable if performed without amesthetic, but other drugs such as thiopental,
propofol, etomidate, or ketamine, are preferréd. at PagelD 31049-50. Other procedures in
which midazolam may be used are  enadhteal intubations,various endoscopies,

cardioversions, and induoti for Cesarean sectionkl. at PagelD 31052.
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Pertinent to Cesarean sections, Dr. Antogait@d a study which compared the effects of
midazolam to thiopental during those procedurekl. at PagelD 31120citing Michael
Crawford, et al. A Randomized Comparison Between Midazolam and Thiopental for Elective
Cesarean Section AnesthediaX. 76 at 1130-34. He recalled that the study concluded the two
drugs were “essentially equivalénh terms of the effects of éhdrugs on blood pressure, etc.

Id. at PagelD 31056. That study, however, &gdDr. Antognini’'s own admission, did not
consider any analgesic or anesitiag effects of midazolam or thypental, and he did not state in

his testimony what those effects wétepnly that whatever effects were observed were
equivalent or nearly sold. Dr. Antognini pointedut that during the fitsminute or so of the
Cesarean sections given the women in theystaflthose who received midazolam, it was the
only anesthetic they received, although they did receive a muscle relaxant to facilitate intubation
as well. 1d. at PagelD 31056, 31127. Agahlgwever, the focus of the study was on the drugs’
effect on blood pressure, heattereetc., not on the anesthegitect of either drug.

In a cardioversion, an electrlcghock is administered todtpatient to normalize the heart
rhythms. During the procedure, thetipat is sedatedyot anesthetizedld. at PagelD 31151.

Dr. Antognini questioned whether the patient actually feels the pain and emotional aspects that
go along with that sensation when a noxious stisigluch as the electric shock is applied and

the patient wakes up without any memof the stimulating eventld. at PagelD 31152. Many
times, the electrical stimulation will awaken the patient from sedation, but if he or she were
under general anesthesia, whichidsay unarousable, the stiratibn would not wake them up.

Id. at PagelD 31155, 31157. Beyond general amsithis coma which is a level of

% The article reveals that the effects measured indlirgtuction time; time until umbilical cord was clamped:;
duration of anesthesia; blood loss; amount of meperidine (an opioid immediatelysaeirechafter delivery) needed
for each group; diastolic blood pressure; perivenous tenderness, and post-operative nausea, dixgiimgss, vo
incisional pain, headache, sedation, fatigue, crying, or visual difficulties. (DX 76, at 1131-32.)
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consciousness Dr. Antognini would not wanirtduce in a normal pers using anesthesidd.
at PagelD 31156.

Dr. Antognini identified some of the sigm@spatient emerging from general anesthesia
may exhibit: swallowing, gagging, coughing, grimacing, defensive posturing, and the return of
muscle tone.ld. at PagelD 31157-58. Continued emergence may produce eye opening, response
to verbal commands, and patterns ondleetroencephalogram indicating waking. at PagelD
31158. On redirect examination, Dr. Antogninnaiel that these movements and responses are
always indicative of emergence, howeved. at PagelD 31178. He explained that the patient
may be shifting from a deeper level of anesthesia to a lighter ldveal, PagelD 31178. In an
attempt to clarify the distinction betweenathexpression and the word “emergence,” Dr.
Antognini explained that a person exhibiting the signs mentioned abowe¢ as deep in terms of
their brain depressiond. at PagelD 31179,

It is not clinically warranted to adminesta massive dose of midazolam to determine
whether it is suitable to be the sole drug usedduaieve general anesthesia, but it can be used
alone on temporally short predures such as intubatiomd. at PagelD 31057. Dr. Antognini
noted, however, that general anesthesia, whiehdefined as “the prevention of movement
during noxious stimulus,” had beashieved in studies using mictd. at PagelD 31058. When
asked if there is any evidence that midazotamn produce anesthesia’s goal of immobility, Dr.
Antognini again relied upon thstudy that used mice, and indied that immobility can be
achieved with midazolamld. at PagelD 31059.

Five hundred milligrams of midazolam, woultdDr. Antognini’s opinion be sufficient to

produce a level of anesthesia adeqiate variety of medical procedurekd. at PagelD 31060.

% There must be very fine lines between “emergence,” “shifting to a lighter level of anesthesia,” asideep in
terms of their brain depression,” for they escape the Court’s vision.
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No qualification was placed by the examiner @r. Antognini on what specific medical
procedures could be performed using only mitkmno but the doctor stated that there were
studies that looked at the effects midazolam and consciousnesisl. None of those studies
involved human subjectdd.

Ohio’s execution protocol calls for 500 mgrafdazolam to be administered as the first
of a three-drug procedure, two injections of 250mg each(ECF No. 667-1, PagelD 19824.)
Dr. Antognini testified that with that dosagé midazolam a person would become unconscious
and would not form memories ahything that happened duritige action of the drug. (ECF
No. 924, PagelD 31061.) The risk of the persqreeiencing pain under such sedation would be
very, very low even though the patient may exhibit some physiological responses to whatever
noxious stimulus might be applietd. at PagelD 31063-64.

Generally, the process of anesthetization goes something like this: the patient will have
an intravenous line through whithe induction drug, propofol or something similar, is given
first. I1d. at PagelD 31065. Next, a muscle relaxantparalytic drug, is administered through
the IV line so that the patient can beuindited and his or her breathing controlletd.
Rocuronium bromide, the second drug in Ohio’s execution protocol, is often used as the second
drug in the anesthetization proceasd is irritating to the veinsld. In fact, Dr. Antognini has
seen patients flinch their arm as the rocuronium enters then despitethe previous
administration of propofol. ld. at PagelD 31066. Scientistshav have studied that type of
movement believe it to be swwary to vein irritatin, and do not view ias indicative of the
patient’'s awakeningld. Dr. Antognini testified that the ostancy of the BI$nonitor readings

coincide with the scientists’ conclusionisl.
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Rocuronium is not the only dg that causes vein irritationld. Propofol, etomidate,
diazepam, valium, and potassium chloride all dp gropofol to the extent that lidocaine, a
numbing agent, is mixed with propofol before it is administerkt.at PagelD 31067. Some
unfortunate patients are allerdiz lidocaine and must bear the discomfort from the propofol,
generating significant complaints from thenhd. An unconscious person would not, however,
feel pain from administration of tise drugs according fr. Antognini. Id. at PagelD 31067.
They may have a physiologic response to adstraiion of the painfutirug, but that does not
necessarily mean they experience the typsrabtion we generally refer to as “painld. at
PagelD 31067.

Potassium chloride is the third drug in Ohie¥ecution protocol. DrAntognini testified
that it can be “very painful” when injectedd. at PagelD 31068. Obviously, if the drug is
administered slowly, the pain couldstdor a significant length of timeld. If it is administered
as a bolus and in a large enough dose, it will reach the heart fairly quickly and cause it to stop
beating.ld. That would cause the person to becomenscious for lack of oxygen to the brain.
Id. If a person were injected with 500 mg rmfdazolam, Dr. Antognini would predict that
person would be unconscious and unable to experidre pain associated with an injection of
potassium chlorideld. at PagelD 31070-71. On the othenthaif a patient were administered
the usual therapeutic dose, Dr. Antognini exathe patient probably would feel paithd. at
PagelD 31118.

Dr. Antognini explained the term “air hungea$ “the conscious awareness that we have
when we can’t catch our breath” such as occurs in pneumonia, congestive heart failure, or

pulmonary edemald. at PagelD 31071-72. “Air hunger” can also be caused by an obstruction
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in the airway?® 1d. at PagelD 31072. Although unquestioyabhcomfortable and frightening,
Dr. Antognini would not expect a person who haerminjected with 500 mgf midazolam to be
aroused by the sensation of air hung&t. He noted that the common anesthetics in use all
produce some level of respiratory depressilah.

Dr. Antognini was asked aboutetleffect of midazolam and @tes on respiration. He
testified that those drugs depress the drive to breathe and can partially collapse the airway
causing a snoring-like action, bthat those effects are trud anesthetics generallyld. at
PagelD 31088. Those effects diffesm the sensation of air hungerthmat they actually remove
the feeling of a need to breathe whereas fikeling precisely describes air hungkt. at PagelD
31089. Dr. Antognini doubts that air hunger couldk&n an unconscious person or cause them
to spontaneously resume breathing on their owh. If it could, he postlates that there would
be far fewer overdose deaths from herdoh.at PagelD 31090.

Dr. Antognini familiarized himself with som&f the witness reports of executions and the
choking, snorting, mouthing of words, and gasmsgvell as prolonged periods of movement by
the inmate(s) observed by those witnesddsat PagelD 31091, 31162. Since he is involved in
one or two other similar cases elsewherecdm@not remember which accounts were related to
which case, nor does he recall what informatiomglleaned from those witness accounts or from
news media. Id. at PagelD 31162-63. Some of th@paded observations of the execution
witnesses he read are consistent with emergence from anestlilesaia.PagelD 31164. Those
observations were not related by medicallyntedi individuals, howear, and Dr. Antognini

stated they may not have umsk®od what was goingn physiologically inthe inmate’s body

% There was testimony during the McGuire preliminiajyinction hearing, which Judge Frost credited, that
McGuire had a condition that might make him susceptiblntairway obstruction. No particularized medical
testimony was offered with respect to any of the Plaintiffs whose motions for preliminary iojuaii under
consideration.
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during the executions they witnesseldl. at PagelD 31091. In the dial context, if he saw
those signs in the middle of a surgical procedueeyould administer more anesthetic, an opiate,
or a muscle relaxant unless such signs were wbderear the end of the surgical proceduck.

at PagelD 31165. In that case Weuld not feel the need to quide more drugs, since it is
desirable to have the patiewbake up as soon gsossible following surgry and giving more
drugs to the patient would del#yeir return to consciousneskl.

Dr. Antognini acknowledged that whedrugs like midazolam and opiates are
administered to a person withouitervention, presumably wmbation, the pem may try to
breathe and may emit sounds while doing kh.at PagelD 31092. That does not necessarily
mean the individual is experiencing pain, howeveuo. illustrate his point, Dr. Antognini offered
a hypothetical example of reaching #m&d of a surgical proceduréd. The patient is starting to
awaken, and the anesthesiologist gives a verbal command to him to open his eyes, which the
patient does.ld. at PagelD 31092-93. Then the anesthesiologist gives the patient the command
to breathe, which the patient also does, but failsontinue breathingn his own and has to be
commanded to do so again and again until he is breathing norrithlgt PagelD 31093. If that
patient were not told to breathe, he would dotso and would instead just lie there without
experiencing air hunger because dinegs he was given would have removed the urge to breathe.
Id.

Dr. Antognini also expressed familiarity wi(and some skepticism aibt) the concept of
midazolam’s “ceiling effect,” which is the maximum effect from the administration of a drug
beyond which more of the drug will not produce more bendtit. at PagelD 31071-74. Dr.
Antognini stated that the ceilindfect of midazolam as used the Ohio execution protocol is

not germane to the issues before the Colgit.at PagelD 31073. The question, as he sees it, is
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does 500 mg of midazolam produce unconsmess, and he believes it dodsl. at PagelD
31073-74. Whether there is a cayiaffect beyond the amount of midazolam needed to produce
unconsciousness, therefore, is unimportddt. Dr. Antognini criticized Dr. Stevens’ testimony
on the theory of the ceiling effect as “an acadeexiercise,” but he also stated that Dr. Stevens
used appropriate data and interpreted it rea@sonable way, much the way he himself would
have proceeded, in spite of a mathematical €rBr. Antognini noticed in Dr. Stevens’
declaration. Id. at PagelD 31074. Dr. Antognini identifiesome of the variables that could
affect studies conducted on the cgjlieffect of certain drugs as thges of cells that were used
in a study, the temperature of the drugsd ahe methods used to conduct the studly. at
PagelD 31075. Some of the studies were condutied) drugs at room rt@perature, but in the
clinical arena drugs are administered at body temperattge. In addition, Dr. Antognini
explained that conclusions dravirom studies using sampling possesome inherent variability
since the sample may not be precisely @spntative of the population as a whdié. at PagelD
31076-80. Such is the case, Dr. Antognini saidh Dr. Stevens’ explanation of the ceiling
effect and indeed with some of his mwealculations in other circumstance$d. at PagelD
31079.

Aside from the later-corrected mathdioal error mentioned above, Dr. Antognini
identified another error in Dr. Stevens’ declaration. Dr. Antognini explained that when
midazolam is administered, 95% of the drug bindbéoproteins coating the blood cells, but that
the drug cannot enter thealm while it is so boundld. at PagelD 31081. Instead, the drug must
become unbound or “free” to enter the braid. Thus, the amount of blood in the plasma is the

important measurement, not the cortcation of the drug in the bloodld. at PagelD 31081,

27 As previously noted, Dr. Stevens acknowledged his error and corrected it in his subadderdtm to his
declaration, and Dr. Antognini stated the initial error is no longer germane to the issues before thiel Gaurt.
PagelD 31080.
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31084. Figure 7 in Dr. Stevens’ declaration illat#s the midazolam coentrations in plasma
(containing bound and unbound midazolaang in cerebral spinaluid (which has very little
proteins in it, so contains mostly unbound midazolatd.) at PagelD 31085; ECF No. 836-1,
PagelD 24824. According to DAntognini, Dr. Stevens discounted the concaiin of the
midazolam in the plasma to account for the protein bound quantity of the drug, but then
erroneously also discounted the cemications in the cerebral spirfllid, resulting in a sort of
double discounting of the protebound midazolam. (ECF No. 924, PagelD 31085.) He added,
however, that he did not place much signif@aron the error he perceived in Dr. Stevens’
calculations since the xiability inherent in the samplingrethod of conducting research could
well counteract the errorld. His conclusion was that the accuracy of the data on the ceiling
effect of midazolam was “unclearld. at PagelD 31086.

In fact, Dr. Antognini believes that thehwale discussion of the ceiling effect of
midazolam obfuscates the issue because .2 or .3 milligftamsidazolam will render a patient
unconscious, and the dosage used inetkecution protocol is 500 milligramsld. at PagelD
31086. Any discussion of the ceiling effextherefore irrelevat in his opinion.Id.

Dr. Antognini also acknowledged an errior his own declaration which had been
identified by Dr. Stevens in his rebuttal repoid. at PagelD 31083. Because the drug must be
in the plasma to reach the brain, and the conatoitr of the drug in the plasma is the important
measurement, not the concentration of thegdn the blood, which was the measurement Dr.
Antognini used in his declarationld. at PagelD 31081, 31084. Nevertheless, Dr. Antognini
downplayed the significance of hesror stating that “I don’t peomally think it's that important

whether you refer to blood or phag, but it is the same thingld. at PagelD 31084.

2 Elsewhere in his testimony, Dr. Antognini states that the typical dose of midazolam for the induction of anesthesia
is 0.2 to 0.3 milligrams, or even up to 0.6 milligrams per kilogram of the patient’s weight. (ECF Nai.PadgelD
31051.) The Court suspettst is what he intended to communicate here.
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Consciousness, he testifieglists on a spectrumld. at PagelD 31093. When one is
sedated or under anesthesia, consciousnesteismiged by applying one or more stimuli to the
patient. Id. The stimulus can be verbal suchcasnmanding them to open their eyes, tactile
such as touching or gently shaking th@nnoxious stimulation such as a pindhl. at PagelD
31094. If the patient responds to any of thdsaui, the observing indidual must determine
whether the patient’s reaction wasconscious movement or simplgflexive, an exercise that
can be somewhat arbitraryd. at PagelD 31094, 31190. Later in his testimony, Dr. Antognini
reiterated that “[w]here you decide whetls@mebody is conscious or not is arbitraryd. at
PagelD 31190. Different studies have used different criteria for determining consciousness and
have consequently come to di#at conclusions abowthether the patients or subjects of the
study were unconscious or ndd. at PagelD 31192. Thus, thexan be differences of opinions
on when a person is or is not unconscious, butADdtognini draws a rather bright line, stating
that if a person responds to the verbaltilacor noxious stimulation, they are conscious;
conversely, no reaction would mean the patient is unconscidds.at PagelD 31094-95.
Somewhat circularly, Dr. Antogni denied that only physiais are qualified to perform a
consciousness test because the Glasgow Goake, the Richmond Agitation-Sedation Scale,
the Observer Assessment of Sedation Scaleteahniques for assessing consciousness, are
routinely used by nonphysiciantd. at PagelD 31095-96. He includléhe caveat, however, that
“[tlhe way some of these scalese used, it really is an dary decision about whether [the
patients] are unconscious or notd. at PagelD 31191.

Dr. Antognini expressed a familiarity withehoispectral index (BIS) monitor which is
used to assess the depth of anesthesia by megsuain activity. He reused the device in the

operating room and in the laboratoryd. at PagelD 31110. There are some anesthetics the
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effect of which is less reliably measured by the BIS monitor, specifically ketamine, nitrous
oxide, dexmedetomidine, and some othetd. at PagelD 31111. Neither the BIS monitor
manual norMiller's Anesthesiathe most accepted textbook on the topic in Dr. Antognini’'s
opinion, list midazolam as one tife drugs the BIS monitor isde accurate aheasuring.ld. at
PagelD 31112. Dr. Antognini exgsed some doubt about the accuraicthe data collected by

the monitor and the interpretation of that data, howelgrat PagelD 31183. Different drugs
affect the BIS monitor differentlyld. Specifically, the BIS monitacan display differing values
“even at the same sedation leveld. at PagelD 31186. It is unclear to the Court whether Dr.
Antognini means that the values may vary ewdren patients are given the same drug in the
same amounts, or whether the monwdl record different values wdn the patients are in fact at
the same level of consciousness or brain depression. He still uses the monitor, and has never
used any other available simildevices, but believasis not 100% sensitivand 100% accurate.

Id. at PagelD 31186, 31188.

Of course, heart rate and blood pressumnitors are commonly used during surgical
procedures, as well, primarily to make suresth measurements do m#t too depressed by the
anesthesia, but they could alse used to measutbe patient’s ail@nomic response to noxious
stimuli. 1d. at PagelD 31188-89. Othewsual autonomic indications sfress resulting from the
application of noxious stimuli are piigilation, movement, and sweatindd. at PagelD 31189.

Dr. Antognini testified that “sometimes monitors can throw you off, but in general, the more you
monitor, the more data you collect, thermable you are to manage the patieritl” He would
never rely solely on a reflex check to determine dlepth of a patient’'s anesthesia in a clinical
setting. Id. at PagelD 31190. That daiDr. Antognini agrees witDr. Stevens’ testimony that

reflexive withdrawal from a noxious stimulis not considered a puoseful movement.d. at
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PagelD 31191. (See Testimony of Dr. Craig 8tesy ECF No. 923, PagelD 30770.) Indeed, Dr.
Antognini interprets the tabledm the American Society of Asthesiologists discussed by Dr.
Stevens as stating that even individuals underrgénaesthesia can exitibeflexive withdrawal
from a noxious stimulus and that is not adesed a purposeful movement. (ECF No. 924,
PagelD 31191.)

Dr. Antognini believes midazolam pe&sses some analgesic properties.
Benzodiazepines like midazolam act to proglthypnosis (sleep) and amnesia, among other
things. Id. at PagelD 31114. In his declaration, Dr. dgnini cited four studies in support of his
conclusion that midazolam possesses somegesial properties. (ECF No. 852-1, PagelD
25793.) On cross-examination, it was brought oat tme of the studiested administered an
analgesic drug with midazolam, and another permitted physicians to administer neuromuscular
blockers at their discretion. (ECF No. 924, RBg81114-15.) Thus, deast those two studies
did not provide unequivocal support for Dkntognini’s opinion tlat midazolam possesses
analgesic properties, although Pldfstdid not challenge the othéwo studies faming the basis
for his opinion. Dr. Antognini statl, however, that higcollection was thaine of those studies
had provided only midazolam to at least somehef patients during endatheal intubations.
Id. at PagelD 31181 And the second of the challengedidies, the Yegin Study, which Dr.
Bergese also discussed ab8Vivolved intrathecal injection ahidazolam with another drug
that Dr. Antognini recalled had no analgesic properties whatsodédeat PagelD 31182. The
analgesic period was longer when midazolans waed which Dr. Antognini interprets as
supporting his belief that midazolam seeta have some analgesic propertiéd. at PagelD

31182. The drug administered with the midamo in the study was bupivacaine, and his

29 Recall that Dr. Bergese testified that it was the bagaine that provided the analgesic effect which midazolam
synergistically extended, but did not increase.
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recollection that it has no analgesic properties is perhaps medically correct, but when
administered intrathecally it pduces a “complete motor and sensory block.” Physicians’ Desk

Reference www.pdr.net/drug-summary/Marcaine-8pl-bupivacaine-hydrochloride-157@ast

visited Jan. 23, 2017). He presuniks belief that benzodiazepinds not have an analgesic
effect is born of studies using therapeutic dasfethe drugs rather than massive doskk. at
PagelD 31144.

Dr. Antognini recognized as fair the crism of his belief that midazolam possesses
analgesic properties from his clinicand scientific colleaguesld. at PagelD 31145. But he
explained that a categorical statement that it providesnalgesic effect goes too far; he
believes it can providesome mild analgesic effect, particularly when it is administered
intrathecally in conjunction witbther drugs he does not namd. at PagelD 31145-46. Ohio’s
protocol does not allow for intratheadministration of the execution drugs.

In rebuttal to Dr. Antognini’s testimony that midazolansgesses analgesic properties,
Dr. Stevens testified that

[I]n that sense, he’s probably the farthest [sic] from the mainstream

facts about benzodiazepines, hesa textbooks, and especially

Miller's Anesthesiashows — and | have quotes there that you guys

can read, of course, and it defely lacks analgesic properties,

must be used with other anesfiic drugs to mvide sufficient

analgesia, and it goes on dantalks about midazolam/

benzodiazepine.
(ECF No. 925, PagelD 31466.) Dr. Stevens contnilat based on research he had recently
reviewed, including a 2013 paper by Froli@CF No. 900-1, PagelD 30147), he found that

“midazolam not only was not analgesic, it adfualecreased the pain threshold. So it made

them hyperalgesic. It made them more sesstb pain.” (ECHNo. 925, PagelD 31466-31467.)
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Dr. Antognini agreed that the normal praetitor the induction ofanesthesia is to
administer a fast-acting intravenous andsthiellowed by a neuromuscular blocking druty.
at PagelD 31116. The neuromuscuéocking drug immobilizes # patient so that intubation
can be achievedld. at PagelD 31117. Not remembering the pain of intubation does not mean
the patient did not experienceetpain during the procedurdd.

Dr. Antognini agreed with Dr. Stevens thénzodiazepines like midazolam act on
GABA receptors, and further statdtat GABA is present in both eéhbrain and the spinal cord.
Id. at PagelD 31139. In short, no GABA elyuao effect from a benzodiazepinkl. Once the
GABA receptors are occupied by the drug, noitamithl effect from the benzodiazepine can be
had even with the introdtion of more of the drugld. That scenario describes one of the ways
that a benzodiazepine might reaith ceiling effect, but at whadosage that effect might be
reached is not presently knowkd. at PagelD 31140. Dr. Antognirecognized the existence of
a ceiling effect resulting frorthe not-unlimited-but-variable nurabof GABA receptors in each
person, and stated that clinically, a dosage b@agnywhere from one twenty-five milligrams,
and evidence of the ceiling effect can beirappear within that clinical rangdd. at PagelD
31140-42. Dr. Antognini testified &b when the readings on a®monitor begin to approach
sixty, the ceiling effect cabegin to be detectedld. at PagelD 31143. The benzodiazepines,
however, cannot achieve isoelecity (basically a flat linepn the electroencephalogrard. at
PagelD 31142.

Since 2010, wheMiller's Anesthesidirst included a chapter on consciousness, there has
been substantial research penied on the topic, although Dr. Agnini has not participated in

that research. Id. at PagelD 31149-50. He agreed tleahsciousness is not the same as
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responsiveness in that a patient may be un#@blmove after having been given a muscle
relaxant, and yet remain fully awakkl. at PagelD 31150.

On redirect examination, Dr. Antogninwas asked about the PlaintiffS’ numerous
references tMiller's Anesthesiaduring cross-examination, ainils opinion of the text.Id. at
PagelD 31167. He related that when he was in medical school he and his roommate approached
his professor after a lecture asad, “[Y]ou said thisn your lecture, but the book says thakd.
at PagelD 31167. The professoswarred, “The book is wrong.ld. Dr. Antognini advised that
many statements in textbooks are unreferencedietsagre written by differg authors, and it is
a scramble to get the chapters in on time so peer review is limdedt PagelD 31168. In fact
his own chapter iMiller's Anesthesiadid not undergo a cortgie peer review!ld. Thus, he
always takes statements in textbooks with a grain of $alt. He described the validity of the
statements iMiller's as “hit and miss” stating that textbooks are not a particularly great source
of accurate information, although he allowed somewbatradictorily that they can be, and that
Miller's Anesthesids possibly “the most accepted textbookthie field . . . in my estimation”.
Id. at PagelD 31168-69. The text does not to his knowledge address massive doses of
midazolam and it can be reasonably assumed wihanever the text discusses any drug, it
contemplates therapeutic doséd. at PagelD 31173.

Dr. Antognini read Ohio’s current executigprotocol and tesiéd that his report
“absolutely” relies on the execution poobl being carried out perfectlyld. at PagelD 31166.
He stressed that it is critical that the drugsgeidministered intravenously be flowing properly

through the IVs, or there walibe “significant problems.’ld.
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Plaintiffs offered a Rebuttal Report, aslwas rebuttal testiony, by experts Dr. Craig
Stevens and Dr. Sergio Bergese. Dr. Steven®gh a summary of hispinions in his Rebuttal
Report as follows:

Dr. Antognini disregards the soigfic data from medical and
pharmacological research in opinititat using midazolam instead

of a true general anesthetic (sahpentobarbital) abe first drug

in Ohio’s three-drug lethal iaftion protocol would render a
person completely unconscious and insensate to pain and noxious
stimuli.

Dr. Antognini suggests that t@®use midazolam produces an
amnesic effect it therefore algoroduces a general anesthetic
effect. This is an [sic] fundaental error in understanding drug
effects; no memory of a noxious evéamnesia) is not the same as
no experience of the noxious event (General Anesthesia) at the
time of its occurrence.

Dr. Antognini states that a therapieleffect of IV midazolam is to
relieve the patient’s anxiety (by acting as a sedative), and to cause
amnesia. He then states that “Midazolam can also cause
unconsciousness.” This is false. Loss of consciousness and
awareness only occurs [sic] at the medically-defined state of
General Anesthesia. Midazolamas not been shown to produce
the state of General Anesthesia in clinical studies; in fact clinical
studies show that midazolam canly produce a level of Deep
Sedation, with no loss of consciousness or awareness.

Dr. Antognini states that mazolam “possess[es] analgesic
properties.” This is also false.lt is in contradiction to the
pharmacological and clinical studies that show that midazolam and
other benzodiazepines do not have analgesic properties and rather
sometimes produces hyperalgesia (increased sensitivity to pain).

To support his opinions, Dr. Antogm totally dismisses the basic
pharmacology of midazolam, and the impact of the known
pharmacological differences between benzodiazepines and
barbiturates on the lethal injectignotocol. This occurs when he
dismisses the ceiling effect of midazolam, which is important to
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understanding why midazolam canmpobduce the state of General
Anesthesia.

In summary, the key opinions iDr. Antognini’'s report are
unsupported statements, with no medical or pharmacological
studies to provide evidence for ttrathfulness of these assertions.

In his addendum, Dr. Antognini maintains that midazolam has
analgesic properties, which is incorrect. He also concedes that
midazolam may not produce a state of unawareness and loss of
pain sensation, but suggest [sic] th@s is acceptdb as the pain
would only last 20-30 seconds. i$hsuggestion is incompatible
with accepted medicapractice. He also attempts to dismiss
midazolam’s inability to sufficiently lower the BIS index by
falsely suggesting the BIS nimetidology cannot accurately measure
midazolam.

(ECF No. 900-1, PagelD 30143-44.)

With respect to testimony by both Drs. fBugton and Antognini that benzodiazepine

drugs such as midazolam are not sBfe Stevens testified as follows:

| find that a little disingenuousbecause benzodiazepines are

probably one of the largest drug classes that are used: Ambien,

Xanax, diazepam, Valium. It goes on and on and the reason they

are so popular and so commonly usediecause they are safe.

They have replaced the barbiturates because the barbiturates, not

having a ceiling effect, can muchore easily produce respiratory

depression.
(Evid. Hrg. Tr. ECF No. 925, PagelD 31471-18).. Btevens reiterated that overwhelmingly,
cases of midazolam-related fatalities were bseahere was another drigych as an opioid, on
board. (ECF No. 925, PagelD 31472).

Plaintiffs offered rebuttal testimony by DBergese who began by explaining how the

study of consciousness “is something that wenleaore and more in the last few years,” and

that “clearly there’s been arx@osion on this topic in the ¢4 few years.” (ECF No. 940,
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PagelD 31599-00.) On cross-examination, Dr. Bergese refused to characterize the study of
consciousness as “cutting edge,” agthing besides “everyday sciencdd. at PagelD 31639-
40. With respect to portions of Dr. Antognint&sstimony on the concepof consciousness and
awareness, Dr. Bergese opined that Antognini did not appear to go deep into those concepts,
insofar as he only sometimes found there was a difference between thddwat PagelD
31601-02. When asked about a duesDefendants had put to DAntognini suggesting that
Dr. Bergese had characterized consciousnesdl as none, Dr. Bergese emphatically disputed
that that was ever his testimony. “Actuallythink | said two or three times,” Dr. Bergese
explained, “it's a spectrum.Td. at PagelD 31603.

Dr. Bergese was next asked about hiirtesy that “consciousness checks” are checks
on reflexes rather than checks on consciousrass whether anything from Dr. Antognini’s
testimony changed Dr. Bergese’s opimin that regard. He responded:

No. If you don’'t measure consciousness, you cannot check
consciousness. All you can do withis if you elicit a reflex,
you're checking for a reflex. Iyou elicit pain, you are going to
check for a reflex to pain. But consciousness, you got to measure
consciousness. None of those [consciousness checks to be used in
Ohio’s lethal injection protocol] are going to measure
consciousness.

Again, if you do not have reflex, it doesn’t mean that you do not
have awareness, right? So yman be unconscious and aware or
you can be unconscious and awajgc|] That's the problem with
this kind of reflex.

We use 20, 30, 40 years ago, sure we did, because it was the only
thing we had. We got better tools today.
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Id. at PagelD 31603-04. “Which are?,” the Qoasked. “Brain consciousness monitor for
instance,” Dr. Bergese answered. “BIS monitoong of the brain consciousness monitors,” Dr.
Bergese stated.

Dr. Bergese explained that a BIS monitor ¢astin three values: the EEG, the drug used,
and the state of consciousness or level of sedatidn.at PagelD 31604-05. Dr. Bergese
stressed the importance of knowing all three valuds proceeded to describe a slide projection
of a BIS monitor screen shot thaas displayed in coyrafter which he reminded the Court that
the BIS index should register a reading betw&@iand 60 (for general asthesia) and explained
that it's a very simple dewe which truly helps to validat®hat the brain is doindd. at PagelD
31606-07. He continued that it is very simple ttah to patients, and noted that its expense is
the only reason that presently it is usedtiheast 50%, but not 100%, of surgeritk. at PagelD
31607;see alsoPagelD 31657-59. Dr. Bergese furthestifeed that you do “not necessarily”
need to be able to read EEGs to read a BI8itmg and that most of the people who use the
monitor are technicians who hawery little medical training.ld. at PagelD 31608.

Dr. Bergese did not agree with Dr. Antogrsnbelief that midazolam does not cause a
consistent change in the BIS readings. “Therse doesn’t show that,” Dr. Bergese testified.
Id. at PagelD 31609. “There are more than 3,000 papers where midazolam is part of the original
algorithm, so the information thgbu get out of midazolam is rifferent than any information
you get out of propofol or any other drugdd. When asked about Dr. Antognini’s testimony
that the BIS monitor does not necessarily proadeurate information, Dr. Bergese answered, “I
can't disagree more.”ld. He continued, “I don’t think #t today we can do an anesthetic
without brain waves.”ld. Dr. Bergese demonstrated thisdsscribing another slide projection

of a different BIS monitor screen shot that vaisplayed in court, teigging from it that “you
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can’t argue this doesn’'t work.Id. at PagelD 31610. After describing all of the information that
a BIS monitor can provide to an anesthesiabgiying to administer the right amount of
anesthetics to maintain the optimal level of general anesthdsiat PagelD 31610-14, Dr.
Bergese reiterated that he djssed with Dr. Antognini’s sttement about midazolam having
different values vis-a-gi BIS readings than other anesthetics halek.at PagelD 31614. Dr.
Bergese later explained on cross-examinatioat the fact that every drug impacts EEG
differently does not diminish éhvalue of a BIS monitor begse the algorithm that helps
generate a BIS number accounts for how each drug impacts HE&.PagelD 31660.

Dr. Bergese agreed on cross-examination ttiate are no studielemonstrating how an
IV administration of 500mg of midazolam would féect BIS measurementsid. at PagelD
31641. When later asked on cross-examination hvenetll expert opinions about the effects of
the massive doses of drugs used in executioms b&sed on conjecture and extrapolations, Dr.
Bergese agreed, but also reiterated that what made him reconsider those extrapolations “was to
see some of the inmates do certain things thatuldvnot expect that iftruly extrapolate those
doses.”ld. at PagelD 31655.

Dr. Bergese next disputed Defendants’ questions to Cinghini suggesting Dr. Bergese
had testified that only a neurologist or doctor should perform consciousness chdcks.
PagelD 31615-16. “I don'’t think thatighat | said,” he explained, fat least for sure that’s not
what | meant to say.ld. at PagelD 31615. Dr. Bergese thearified, “So | said that reflex, you
got to understand the pathway of the reflex, tiedmore that you und¢asd it, the better you
will interpret the results.” Id. Dr. Bergese reiterated théxplanation on cross-examination,
testifying that “there is a finessen a reflex and that finesseay be picked up better by an

expert.” Id. at PagelD 31644.
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When asked during cross-examination if usnBIS monitor is better at gauging actual
consciousness than “consciousness checks,” whynealias do not take BIS monitors to trauma
scenes, Dr. Bergese answered, “The question wdaeally need it. | mean war medicine is
war medicine.” Id. at PagelD 31645. To this point, andgifically with respect the level of
sophistication for assessing comasness required for medicalopedures versus traumas, Dr.
Bergese agreed that executions are not medical proceddres.PagelD 31646-47.

Dr. Bergese was next asked what heuld expect to see of someone who was
administered 1000 mg of midazolam. He answered:

You're going to depress the camsusness, that's no question. |

think our argument when you werekagy me is that it's going to

depress the consciousness. Nonhgdo depress to the point that

you need it. So that's my concern. There’s some people who get

depressed more and people who was depressed less. Are they

going to be talking fluently™No, | don’t expect that.
Id. at PagelD 31617. He doubteditanyone would survive thdbse, unless they were given
respiratory support and tr medical interventionld. at PagelD 31617-18. Even so, Dr.
Bergese insisted that midazolam is a safe drit), twe caveat that a masgsidose of any drug is
unsafe. Id. at PagelD 31647-48. He agreed 5®@ or 1000 mg of midazolam would
unquestionably be an overdoskl. at PagelD 31648-49. Later ¢hg cross-examination, Dr.
Bergese agreed again that a 500 mg dose dézanlam is dangerous, and that it can cause
respiratory depression @mespiratory arrestld. at PagelD 31663-64.

But Dr. Bergese also doubted whether it vdobke advisable to administer a reversal
agent for that high dosage, characterizinguwy proposition as “experimental pharmacology.”
Id. at PagelD 31618. Dr. Bergese explained thatréversal agent in this case is a competitive

reversal agent, which meansatht does not bond to midazolata flush it out; rather, the

reversal agent competes with midazolam for the receptior. at PagelD 31618, 31619.
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“Personally if I'm in there,” he explained, “just domjive it to me. Just leave me alone,” but he
later agreed that the reversal agent might beeneffective if given before the whole dose of
midazolam were given, for instancethe case o& venous blow.ld. at PagelD 31619, 31621.
Dr. Bergese agreed that his research and exqpmideal with therapeutic doses of drugs, not
massive doses of drugs such as the 500 mgadzulam called for in Ohio’s execution protocol.
Id. at PagelD 31640.

Dr. Bergese appeared to disagree wibln. Antognini’s testimony that opioids
administered with benzodiazepines can result intiemgaforgetting to breathe, so it is important
to maintain a sufficient level of consciousness for the patient to remember to bréhtla.
PagelD 31620. Dr. Bergese distinguished ogididm benzodiazepines stating that the action
of opioids allows a patient to follow a comntato breathe, but that benzodiazepines’ action
does not; they are simply unable to breatie.

Dr. Bergese was next askatbout portions of Dr. Antogni’'s testimony expressing a
belief that benzodiazepines gs@ss analgesic propertiesd atiscounting texts, such d4iller's
Anesthesiavhich states thahey do not.ld. at PagelD 31621-22. Dr. Bgse essentially stated
that for a patient who is in pain, “I will trefitim] with an opioid or any other pain medication
but I would not give benzodiazepineld. at PagelD 31623.

With respect to whether hesdigreed with Dr. Antognini'distinction betveen pain and
noxious stimuli, Dr. Bergese answered, “[n]ot thalisagree. We were trying to split a hair
here.” Id. at PagelD 31623. In explaining his answi@r. Bergese reminded that “you can be
unconscious and feel painltl. at PagelD 31624. He testified:

And | think | said previously, pua patient to sleep, the surgeon

take 20 minutes until they paintettabdomen so | can give very
little anesthetic because thetipat doesn’'t have any noxious
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stimuli, all of a sudden | get stracted and the surgeon without
telling me make incisions, guess what?

The patient is unconscious but thei@at is sensat[e] and all of a

sudden the patient moves, hypertensihave tachycardia, start to

sweat. Even though he’s unconscious he’s sensate and he may be

aware as well.
Id. at PagelD 31624. Dr. Bergesetied that in sucha situation, he would agree with Dr.
Antognini’'s approach of administering more anesthesthe patient and/or give the patient pain
medication, even if the patient were unconsciddsat PagelD 31624-25.

Dr. Bergese was next askeobat Dr. Antognini’s explanatioonf the concepts of having

a memory of pain and adlly experiencing pain.ld. at PagelD 31625. Specifically, Dr.
Bergese was asked whether he agreed wsgtinteny suggesting that & patient has trouble
recalling the procedure, it is as if thaatient never experienced that paild. Dr. Bergese
responded that they are difficult terms, andcpeded to explain his understanding of the
distinction between memory and awareness.

So memory is | get the information, | process the information, |

save it in my hard drive, and I'm able to use it later. Unfortunately

in this case you’re not going to bel@lbo use the memory later. So

memory information, | think it'sind of inconsequential for this

kind of execution because even if they are forming memory,

they’re not going to be &bto tell you later.

So memory is important for thatipo of view. Actwally | want my

patients to keep forming someemories because | don’t want

them to decline further. But that's different than awareness.

Awareness is feeling what’s g on during the unconscious and

when you can’'t move and express. So you're aware what's going

on to you at that specific point of time.

Id. at PagelD 31627.

Relating these concepts to the lethal injection context, as well as to Dr. Antognini’s

testimony, Dr. Bergese explained that his comceith the use of miazolam is that although
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midazolam can have the effect of blunting menforynation of the procedure, it does not follow
that midazolam abates the experiencing of the proceddreat PagelD 31627-28. When asked
whether it is generally accepted in his fieldtthf a patient does not recall the pain of a
procedure, that patient did nexperience it, Dr. Bergese appeateddisagree: “I'm going to
give the same answer that | gave befampnoscopy. You get a colonoscopy, you may not
remember but you're suffering pain through if. they don’t treat yoywith a pain-blocking
drug].” Id. at PagelD 31628.

To this point, Dr. Bergese disagreed with Antognini’'s opinionthat benzodiazepines,
including midazolam, may sess analgesic propertidd. at PagelD 31628. Dr. Bergese took
issue with one of the studies upon which Dr. Antognini relied2€@ Yegin study, to support
the opinion that midazolam possesses pain-blocking propétties. Bergese explained that that
study involved the administration of midazolailong with bupivacaine—a drug that blocks
transmission of pain—and thite analgesic effect was doetto midazolanbutto bupivacaine.
Id. at PagelD 31629. Dr. Bergese cautioned agaiaking conclusions that the paper did not
intend, and explained that thei@nt of the Yegin study was semonstrate what bupivacaine
accomplishes alone (short-acting pain blagyj and what bupivacaine and midazolam
accomplish (longer lasting effect)d. at PagelD 31629-30.

Dr. Bergese likewise took isswith another study upon whi@r. Antognini relied, the
Crawford study on the use of midazolam iae8arian sections, tsupport Dr. Antognini's
opinion that midazolam has anadge properties. Dr. Antogniriestified on direct examination
that the Crawford Study involveslective C-sections during whidome expectant mothers were

administered thiopental andtmius oxide, while others weradministered midazolam and

%0 The portions of Dr. Antognini’s testimony during which he discussed the Yegin ®aydie found at ECF No.
924, PagelD 31114; 31145; 31147-31148; 31182; and 31194-31196.
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nitrous oxide. (ECF No. 924, PagelD 31053-56.ixhWespect to Dr. Amignini’s testimony that
the nitrous oxide administered cdubke as long as 30 to 60 secotwltake effect, meaning that
for those 30 to 60 seconds, midazolam wasdhly acting drug the expectant mothers would
have, Dr. Bergese expressed disagreemengt deast skepticism. (ECF No. 940, PagelD
31630.) He explained that nitrous oxide, delides¢ a very high flow, will affect the brain
immediately, but if it is administereat a very low flow, might taka minute or so to take effect.
Id. at PagelD 31630. On cross-examination, Dr. Bergeserated that the nitrous oxide flows
were low, Dr. Antognini may be right; but thi&the flows were mediunmigh, Dr. Antognini is
actually wrong.lId. at PagelD 31654.
Plaintiffs next asked Dr. Bergese about Bntognini’'s opinion that midazolam has a

ceiling effect at the recemtlevel. He answered:

| don’t think you can define “ceiling effect” and | think the

pharmacology talks about it quitebét. | think all I'm going to

say, if | may, is that he said it has a maximum affect [sic] to the

EEG and then you cannot go furth&o | think that's my concern.

My concern is this [midazolam] ihe wrong drug and it's going to

depress the EEG up to a point amdi can give more and more and

more and it's not going to changeSo he defined it as a ceiling

effect on the EEG; | can go up torbeand | cannot go further.

That's what he said on that, mytenpretation of what he said on

that statement.

Id. at PagelD 31631-32.

Dr. Bergese was asked about Dr. Antognimaifgplication of graphs demonstrating how
the concentration of inhaled anesthetic relates patient's tendency to move during surgery to
IV-administered anestheticsApplying the inhaled anesthetics concept to other non-inhaled
anesthetics is “[a]pples and oranges. | wowdtl make that correlation with this graphid. at

PagelD 31632-33.
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Dr. Bergese proceeded to describe his analogy of “general anesthesia” to a “black box”
warning required by the FDA tgpear on the package insertceftain drugs. He explained:

Yeah, | said a black box because over the years | designed studies
for general anesthesia and soewtyou do sedation studies, they're
really easy because you are #ldi sedated or a lot sedated.
Doesn’'t matter what scale you use, you can use different things:
Answer questions, answer to pain, easy.

Now when you're getting into thigox, | say “black box,” then you
don’'t know. Because how can wyask those questions? And
again, unless the patient then is aware or the patient has any
interpretive [sic] pain, it's verdifficult to ask those questions.

So | go further. | mean | have reviewed papers like Dr. Antognini
says he reviews, also I'm on tleditorial board of the Journal of
Neuro[a]nesthesia and again if ltgepaper and trying to definite
consciousness and it doesn’t have a brain consciousness monitor,
probably would reject it immediely because there is no way to
validate it.

So clearly that’'s what | mean laybox is that you got to get other
tools to do it and we are going faer. | mentioned now there are
pain monitors like the BIS monitdor when [a patient is] asleep.
Not only now [the monitor] can [indate] how deep [the patient is]
but [it] can [indicatelhow much pain [thepatient is] suffering
when [he or she is] asleep.

Id. at PagelD 31635-37. Dr. Bergdsstified that he could not aelve general asthesia with
midazolam alone.ld. at PagelD 31637. He also confed his understanding that while Dr.
Antongini’s research focus and expertise wieréhe area of immobility, the focus of his own
research and expertise were in #@nea of pain and consciousne$d. at PagelD 31638-39. Dr.
Bergese explained:

Well, he’s an expert in mobility. So animal data, no animal data,

an expert in mobility at the eraf the day. Now the problem, ten

years ago when he was doing hise&rch to analyze mobility, you
got to take the consciousness awdyhere’s no wayo do it with
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the consciousness. So he hagytwre the consciousness to do his
[work].

So he’s working in a very primitive reflex part of the brain. He’s

not working on the cortex so he had to take the cortex away to

understand what those movengnnean[]. So | respect his

research.
Id. at PagelD 31638. Dr. Berge$g, contrast, focuses his clinicasearch on sedation, abating
pain, cognitive decline, and the impacithe anesthetic on consciousneks. at PagelD 31638-
39.

When asked on cross-examination whethe patient would lose memory and
consciousness before mobility during the inductiddranesthesia, Dr. Bergese stated that the
time that elapses between thoseerdgs is not presently knownld. at PagelD 31649. He
stressed, however, that any movement means the patient is mbehedegaining consciousness.
Id. at PagelD 31650. Dr. Bergese did qualifg bpinions by saying &t there could be a
difference in these events (mobility and consciousness) depending on whether the anesthetics are
inhaled or IV-administeredld. He also agreed that the @othts of unconsciousness, amnesia,
and immobility probably occur simultaneouslythwIV-administered anesthetics, while again

denying that you can meaningfully compare grapmsatestrating the effects of inhaled to the IV

administration of anestheticéd. at PagelD 31650-51.

Daniel Buffington Pharm.D.

Dr. Daniel Buffington was called as an erpeitness by the Defendants. He studied
biology and biochemistry at the University 8buth Florida and obtained his Doctorate of

Pharmacy degree at Mercer Uaisity in Atlanta, Georgia.(Evid. Hrg. Tr., Doc. No. 925,
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PagelD 31384.) He completed his residengg alinical pharmacology fellowship at Emory
University in Indiana, before returning to Mercer University to obtain his Master of Business
Administratiort* degree with a healthcare focus.

Dr. Buffington was asked to explain the diffiece between a Doctor of Pharmacy degree
and a Ph.D in pharmacology, and responded thaDtiwtor of Pharmacy degree is the highest
clinical pharmacology degree, eteas the Ph.D in pharmacology is focused on research design.
Id. at PagelD 31385. He later agd that the Doctor of Phaacy degree is a professional
degree and the Ph.D in pharmacy is an academic delyteat PagelD 31443. Dr. Buffington
defined pharmacology as “the study of medicaicand natural substances . . . and what
pharmacologic effects they have on the bodguale or direct treatment or therapyld. at
PagelD 31384-85. His employment history inclideademic endeavors, presumably research,
and teaching medical students, practicing physgiaf various speciaés, pharmacists, nursing
students, and anesthesiologistd. at PagelD 31384, 31388. He has a clinical practice and also
provides forensic consultation services to phgsis, health plans, the federal government, and
law enforcement. Id. He is also currently a clinical sistant professor of medicine at the
University of South Florida Collegef Medicine, College of Pharmacyld. at PagelD 31426.

He has testified or been deposedther States’ execution protwacases and has been consulted
by other states on technical isswésheir execution protocoldd. at PagelD 31386, 31437-38.

Plaintiffs objected to Dr. Bffington’s being accepted as axpert in toxicology and
pharmacology on the ground that he is a pharmacist, not a pharmacdidg&tPagelD 31388.
After a full discussion, the Court found the Pldfstihad waived the objection by failing to file

a motion in limine challenging DBuffington’s qualifications by th previously set deadline for

31 The transcript identifies this degree as an MDA, butHDiffington’s Curriculum Viae states the degree is an
MBA. (SeeCurriculum Vitae of Daniel E. Buffington, ECF No. 870-1, PagelD 28177.)
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such motions.Id. at PagelD 31393. He also qualifiesder the test adogd by the Supreme
Court in Kumho Tire Co. v. Carmichaeb26 U.S. 137, 152 (1999).Dr. Buffington was
permitted to provide expert opinions in the caBecross-examination, he acknowledged that he
has never authored any papers or book chappasfic to midazolam, and never conducted any
scientific studies of midazolanid. at PagelD 31424-25.

Dr. Buffington explained that the term “anestl&ss a broad term that covers a category
of drugs which may be topical, ingestible, or ingdadé and may have locat global effect in the
body. Id. at PagelD 31396. He described it as ‘@mtire continuum of all attempts to block
awareness based on levels of sedatioid! at PagelD 31408. He heard testimony in this
hearing” and saw graphs and charts thatstated did an excellgob of explaining the spectrum
of anesthesia and sedation, progressing through low, minimal, moderate, and deep sedation, and
ending with general anesthesia. at PagelD 31396-97.

“Noxious stimulus” was defined by Dr. Bufigton as “something that is offensive or
disturbing or painful to an individual . . . [thabuld be] of a verbal nature[,] . . . shaking the
patient to alert them[,] . . . [orbomething of a painful nature.”ld. at PagelD 31397.
Anesthesiologists must tailor the types adounts of medication to the expected noxious
stimuli to achieve the desired level of sedatideh. It is possible that a patient could be sedated
to a level short of general anesthesia, and yet be unaware of a noxious stimulus, which in
Miller's Anesthesiais acknowledged to be the emotiomadperience of pain, whether it is a
pinprick, a pinch, a pressure, a tengtare applied to the patienid. at PagelD 31397-98.

Dr. Buffington testified that midazolam i@ benzodiazepine drug which is a central
nervous system depressaid. at PagelD 31394. Benzodiazepinasy as to their duration and

effect, some lasting longend more potent than otherfd. They are used fdreating seizures,

32 Without objection, the respective parties’ experts were exempted from the usual separation ofwvaitdesse
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anxiety, or sedation.ld. The Federal Drug Administratichas approved midazolam for the
induction and maintenance of atlessia, sedation for intubated wentilated patients, and the
treatment of differentypes of seizures.Id. at PagelD 31395.Midazolam has been used for
several years in medical officesurgical centers, ambulatosurgery centers, plastic surgery
suites, and operating rooms or suitéd. at PagelD 31398. Since December 2015, he himself
has both prescribed and administered midazolenat PagelD 31421-22. It produces sedation
of short duration and can be uskx a variety of procedurescluding in combination with
other medications for induction and maintenancgesferal anesthesia for some procedutds.

at PagelD 31399. It can also beedsn very high doses in a cooited setting for treatment of
life-threatening seizuresld. The drug is capable of renderiagpatient to a level of sedation
sufficient to produce BIS levels between forty andysin doses from five to twenty milligrams.
Id. at PagelD 31400. Dr. Buffington testified tHatidazolam is pharmacologically capable of
inducing deep respiratory pieession and sedationldl. at PagelD 31400-01.

In his experience, Dr. Buffington testifigtlat using midazolam alone rather than in
conjunction with another drug such as an analg@sicld be preferable in some circumstances.
Id. at PagelD 31413. He explained that the majafitfmes when midazolam is used alone, it is
in cases in which general anesthesia is not redquguch as in vasectomies, resetting bones, bone
marrow aspiration, or placement of tubes or implanted devidesit PagelD 31415-16. In such
cases, the patient does not need to be “fullgegsl but rather insensate to the pain of the
procedure and unable to remember the experigidcat PagelD 31416.

As to the ceiling effect of midazolam, Dr. fington stated that comparing midazolam to
other drugs such as barbiturates as Dr. Steshiehsvould reveal a difference in potency, not the

existence of a ceiling effectld. at PagelD 31401. He deniedaththere is any literature or
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scientific study to suppbithe contention that theris a ceiling effect fomidazolam at all, let
alone at what dosage that effect might occlat. He stated that other expert withesses in this
case who have testified about tt&ling effect of midazolam had ptdrth only a theory that it
has a ceiling effectld.

What we know in a dose-dependent increase is that midazolam

produces small effects at low doses and increasing effects of

depths of sedation and depth iteimsity of respiratory depression.

If there were a ceiling dose e defined or an outcome, it would

be death because we now that midazolam is considered lethal at
large doses.

Id. at PagelD 31401-02. He discounted the valuge@fprior testimony on the ceiling effect of
midazolam stating that “it is inappropriate tteatpt to opine human pharmacologic effect from
animal or laboratory data that hasn’t been tested or validated in humdngt’ PagelD 31402.

Dr. Buffington disputed the existence of a ceiling effect, testifying that “[w]e do not see a ceiling
effect in humans.”ld. Instead, “what we actually see igapacity to produce deep sedation to
the equivalent level of general anesstia and the capacity to render dedth.at PagelD 31402-

03. Even if assuming a ceiling effect at some pahdre is no evidence that it would come into
play before midazolam produced deepa®n and amnesia in an individuald. at PagelD
31414. Dr. Buffington stated thatr¢ger doses of midazolam caroduce death, so that is where
the ceiling effect wouldbe in that caseld.

In apparent disagreemenithvDr. Stevens’ testimony respting the interaction between
midazolam and GABA receptors, DBuffington stated that therare various types of GABA
receptors: GABA, GABAg, and GABA;, each of which has many subunitil. at PagelD
31414-15. He testified that any ceiling effect conbt be reached untillaf those receptors on
all of those types of GABA wereccupied by midazolam such that there were no more receptors

to accommodate more of the drulgl. at PagelD 31414. In his rebuttal testimony, Dr. Stevens
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agreed with Dr. Buffington that there are differ¢yppes of GABA, but diagreed that all three
receptors would need to be occupied for théngeeffect to be reached because the only GABA
benzodiazepines interact with is GABAId. at PagelD 31454.

Dr. Buffington expressed hixgert opinion to a reasonablegiee of scientific certainty
that if 500 mg of midazolam is given asqu&ed by Ohio’s executio protocol, and it is
effectively administeredt will render the inmate sufficidly insensate to the noxious stimuli
that may result from the administration of tparalytic drug and the potassium chloride, the
second and third drugs in the protoctd. at PagelD 31403-04. He added that in addition to the
sedative effect of midazolam, its amnestiogarties also prevent the patient from actually
experiencing pain from noxious stimuli becausenterferes with the brain’s capacity to
understand and react to paifd. at PagelD 31404. Furthermore, he has seen no evidence that
has attempted to discern, graduate, or gradgesence of pain from the administration of the
second or third drug in the protocold. at PagelD 31404. In fact, Dr. Buffington stated that
“there is not even a foundation in this case #Hraindividual would mordikely than not have
any pain from either drug two or drug threeld. at PagelD 31415.

Dr. Buffington testified that aanomic responses from a patiesuch as a muscle twitch,

a change in blood pressure loeart rate, perspiration, or gutli sounds could be signs of
emergence from deep sedation or anesthesidh&uemergence is a continuum, not like an on-
off light switch. Id. There are three phases of emergence from anesthesia with full
consciousness being the third phadd. at PagelD 31410-11. Thus, noxious stimuli may be
applied to a patient at some level of anesthasi that person could remain unaware even as
their body exhibits autonomic resmses to the stimuli such as movement or changes in blood

pressure.ld. at PagelD 31410.
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In cross-examination, Dr. Buffington acknowledgéat he served as a consultant to the
Ohio Attorney General’s Office and the ODRC with regard to development of the current three-
drug lethal injection protocolld. at PagelD 31417. He also testified that during his involvement
in an Alabama case, he contacted approximdiéen compounding pharmacies to ask if they
would be willing to provide compounded pebéarbital to the Alabama Department of
Corrections. Id. at PagelD 31438-40. Heund none were willing talo so without additional
information, but he stated in hé&ffidavit in that case that sinagher states hableen able to
procure compounded pentobarbital for their exens, he believed it could be obtaindd. at
PagelD 31440-41.

Plaintiffs offered a rebuttal report to .DBuffington, as well asebuttal testimony, by
experts Dr. Craig Steversd Dr. Sergio Bergese. Asbo. Buffington, Dr. Sévens set forth a
summary of his opinions in iRebuttal Report as follows:

Dr. Buffington disregards the safic data from medical and
pharmacological research in opinititat using midazolam instead
of a true general anesthetic (sahpentobarbital) abe first drug
in Ohio’s three-drug lethal injeon protocol will render a person
unconscious and insensititenoxious stimuli.

Dr. Buffington states that midalzon at a dose of 500 mg IV will
“render an individual unconsmis.” Dr. Buffington does not
further elaborate on this statemh@or provide any data to support
his bold assertion, and | am reware of any which could support
it.  Further, in contradiction to this statement, his report
consistently notes that midazoigproduces sedation, which is not
equivalent to loss of consciousness.

Dr. Buffington states that “Obseations of physical activity or
motor response during the adnsimation of midazolam should not
be presumed to indicate that amdividual is consious.” This
statement is not supported by any further elaboration of citation of
clinical studies, and | am not ave of any which could support it.
Further, this statement is o in spite of Dr. Buffington
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consistently noting that midazolam produces a sedative effect,
which is not equivalent ttendering someone unconscious.

Dr. Buffington cites apaper that lists the toxic range of blood
levels for midazolam and calculatthat after a 500 mg IV dose of
midazolam the blood concentratiowd be 2 to 7 times this toxic
range. He does not provide any information of how he arrived at
this number, and | am not aware arfy scientifically acceptable
methodology for doing so. Additrally, the paper that Dr.
Buffington cites clearly shows thétere is no fatal concentration
for midazolam listed, contrary to the conclusion he attempts to
support with this unexXpined calculation.

Dr. Buffington states that sedation is the same as loss of
consciousness. This is false. The American Society for
Anesthesiology (ASA)’s table afefinitions shows sedation (with
reduced awareness, but still response to pain) is a different stage
than General Anesthesia (lack of awareness and loss of
consciousness and no response to pain).

Dr. Buffington disregards dataahshow midazolam is limited in
its effects in producing depressiohbrain activity as reflected on
the BIS index. He erroneouslyoncludes that midazolam can
produce a greater depression dibractivity, even though he cites
studies that show a limit irmidazolam’s depression of brain
activity.

In summary, the key opinions iDr. Buffington’s report are
unsupported statements, with no medical or pharmacological
studies to provide evidence for ttnathfulness of these assertions.

(ECF No. 900-1, PagelD 30144-45.)

With respect to Dr. Buffington’s testimonyatbenzodiazepines cdre used for the
inductionand maintenance of general anesthesia, Davé&is testified, “believe under the FDA
indications it says for the induction of anesthed don’t believe under the actual indications it
says for the maintenance.” (ECF No. 925, Madg#l447.) Dr. Stevens agreed that midazolam

might be used during anesthesiaonjunction with something elsbut alone could not be used
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to maintain general anesthesid. To this point, Dr. Stevens refed to a table he created in his
original declaration setting forth the FDA icdtions of midazolam and pentobarbitdd. at
PagelD 31448, referencing ECF No. 836-1, Mage4812. That tablehe continued,
demonstrates that while middam is approved for “preoperative sedation, outpatient sedation,
anesthesia inductions, sedation for intubated pati@md as a co-anesthetic,” it is not approved
as a sole anesthetic. (ECF No. 925, PagelD 31449.)

With respect to Dr. Buffington’s testony that noxious stimuli could be anything,
including verbal stimulation aghaking, Dr. Stevens testified, éHvas incorrect about thatld.
at PagelD 31449. Dr. Stevens explained that “pdieré have to be activated for a stimulus to
be noxious.” Id. He agreed with other testimony this case defining noxious stimuli as
something that could cause tissue damafgk. at PagelD 31449-50. He disagreed with Dr.
Buffington’s testimony that midazolam could suféinotly sedate someone to the point of being
unaware of noxious stimuli, and thdsagreed that midazolam candféective as a first drug in
Ohio’s three-drug protocolld. at PagelD 31450-51. According By. Stevens, Dr. Buffington
describedsedationas capable of producing unawarenespaim, when anesthesiologist experts
and the ASA table maintain thatnawareness of pain occuosly at the state of general
anesthesia which, according to Dr. Stevens’ intéatimony during Plaintiffs’ case-in-chief, is
deeper than the deepest level of sedationkedsvhy midazolam wouldot be effective as a
first drug in Ohio’s three-drugrotocol, Dr. Stevens answedre‘[b]Jecause we're not talking
about a verbal stimulus here with the @t and third drugs. We're talking about known
discomfort, pain, intolerable pain in some casdd.”at PagelD 31451.

With respect to Dr. Buffington’s opinion th&tr. Stevens had confused “ceiling effect”

with “potency,” referring to a figure in DiStevens’ original repor(ECF No. 836-1, PagelD
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24808), Dr. Stevens disagreed. “Potency is diffeteDr. Stevens explained. “Potency just
depends on how much of a drug you needetacih a given effect.” (ECF No. 925, PagelD
31453.) Dr. Stevens continued, “In this case, it doesn’t matter the potency of a benzodiazepine
because it has to have GABA present to workyilt always tail off because there is not an
infinite amount of GABA.” (ECF No. 925, d?agelD 31454.) DrStevens discounted Dr.
Buffington’s testimony that there more than one type of GABthat can act as a receptor for
midazolam as a “false red herring,”sisting that it is only the GABAreceptor on which
benzodiazepines produceeth inhibiting effect. Id. at PagelD 31454. With respect to Dr.
Buffington’s testimony that there is only a “theoyf a ceiling effect to midazolam, insofar as
there are no studies on humans establishing suefffect, Dr. Stevens pointed to paragraphs in
his Expert Declaration listing saisfic literature and data about midazolam’s ceiling effect in
humans.Id. at PagelD 31455-56 (referencing ECF No. 836-1, PagelD 24827).

Turning next to Dr. Buffington’s opinion #t midazolam can be lethal, Dr. Stevens
referred to a table set forth in his RebuRalport (ECF No. 900-1, PagelD 30152). Dr. Stevens
testified that what is “fairly amazing” from ehchart is that “what you see for both of the
benzodiazepines” is there is no comatose-latbae range. (ECF No. 925, PagelD 31459-60.)
“There are very few drug classes,” Dr. Stevens explained, “that do not have a lethal tdnge.”
at PagelD 31460.) As to cases in which peope fliom midazolam, DiStevens reiterated that
“the overwhelming majority of those are wheeerh is another drug on board, namely an opioid.
That's the number one déaproducing combination.’ld. at PagelD 31460.

On cross-examination, Dr. Stevens agreeditiveas possible to overdose on midazolam,
but attempted to qualify that by distinguishing bedw an overdose that results in death and an

overdose that sends someone to an emeygemn but from which they recovetd. at PagelD
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31485. When asked on cross-examination whether midazolam’s black box warning that the drug
is dangerous is exclusive to midazolam corad with another drug, Dr. Stevens simply
answered, “It doesn’t say the drug is dangerousays you have to be careful and watch out for
these things basically.” Defendants proceemeckad aloud the following IV midazolam black
box warning from an Akaer Laboratories label:

Adult and pediatric. Intravenousidazolam has been associated

with respiratory depression and regafory arrest, especially when

used for sedation in non-critical care settings. In some cases,

where this was not recognizedopiptly and treated effectively

death and hypoxic [encepbahlathy] has resulted.”
Id. at PagelD 31486-87. Dr. Stevens agreed fredfendants had read that accuratelg. at
PagelD 31487.

When asked about Dr. Buffington’s testimony that midazolam is often used alone for
procedures such as vasectomiesetting a bone fracture, raspion having to do with bone
barrow transplants, and placements of tubesdawites, Dr. Stevens answered “I would think
not.” Id. at PagelD 31460-61. On cross-examinatiom,Stevens could not offer an opinion as
to whether or under what circumstances midazolamldvbe used as the sole anesthetic prior to
intubation, though he agreed witlther testimony characterizingtubation as “very noxious.”

Id. at PagelD 31483-84.

Returning to the concepts of sedation and general anesthesia, Dr. Stevens was asked to
elaborate on why he found Dr. Buffington’s tteny in this respect confusing. Dr. Stevens
testified:

| think we’ve made clear on the previous time | was here that the
ASA, very authoritative orgazation, American Society of
Anesthesiology, has a very nicebla that showsnild sedation,

moderate, deep sedation. Then you don't talk about sedation.
Then you talk about general anesthesia.
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So to say sedation can cause general anesthesia, totally confusing
and not consistent.

(ECF No. 925, PagelD 31462.) Rutg that to the concept of 6nsciousness,” and specifically
to the criticism that Plaintiffs referred to caimusness as all or nd@y. Stevens explained:

| think there is more of a gradatiorin other words, harder to tell

going from mild to moderate tdeep sedation.But | think once

you hit that general anesthesia, thisra bright line. That's a legal

term, | think. I've learned that.

But — and so that in that cageu do have unconsciousness. And

once you get there, | think we’ve had testimony earlier saying by

the EEG pattern or other signsathanesthesiologists know. So,

yes, once you cross that bright line of unconsciousness, there may

be different levis going deeper.
Id. at PagelD 31463. Referring to the ASA tablefeeth in his originalExpert Declaration
(ECF No. 836-1, PagelD 24810), Dr. Stevens ca@d that it is only at the level of general
anesthesia that you achieve the most importadtp®ints: unarousable to painful stimulus and
loss of consciousnes$d. at PagelD 31463-64.

When next asked what he thought aboutBuffington’s assertion that he had recently
prescribed and administered midazolam, Dev8hs answered, “[w]ell, | was shocked because
my understanding is only physicians gaescribe and administer drugdd. at PagelD 31465.

Dr. Stevens next returned to Dr. Buffingts testimony that midazolam can achieve the
level of general anesthesia. Specifically, Dev@ns was asked to explain his critique of the
supporting data that Dr. Buffington usedd. at PagelD 31468. Referring to portions of his
Rebuttal Report (ECF No. 900-1, PagelD 30153) Sdevens tesiiéd that Dr. Buffington’s own
source (the Liu study) demonstrates thatamadlam only brought the BIS value down to sixty-

nine and produced sedation, which is not galnenesthesia. (ECRo. 925, PagelD 31468-69.)

Relating that to the use of midazolam as the €irag in Ohio’s three-drug protocol, Dr. Stevens
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agreed that mild prodding or shiagg are not the kind of noxiousimuli that would be relevant
to the use of midazata as the first drugld. at PagelD 314609.

Continuing with the data upon which Dr. fogton relied to suppd his opinion that
midazolam can achieve genke@nesthesia, Dr. Stevens discounted the 2005 Buloch study
because although there were some individuals Biglevels as low as sixty-six, that was not
the mean value, which was seventy-one. Dr. Stevens essentially critiqued the reliance on the
outlier BIS number of sixty-six as evidenceatimidazolam can achieve something close to
unconsciousness or general anesthesia, wheermtran was seventy-one, and, as Dr. Stevens
noted, it could have been pointed out thaé BIS number was only ninety-fiveéd. at PagelD
31469-70 (referencing ECF No. 900dt,PagelD 30153). Dr. Stevens emphasized, “[s]o this is
not supportive of midazolam being able to proeluhe BIS levels thatre associated with
general anesthesia or, thfare, unconsciousnessld. at PagelD 31470. Dr. Stevens agreed that
Dr. Buffington had not providedng study in which the BIS level thihe desirable reading of 60
or below. Id.

Dr. Stevens agreed on cross-examonatithat the ASA “Continuum of Depth of
Sedation” table to which he refed in his original Expert Deatation (ECF No. 836-1, PagelD
24810) speaks exclusively in terms of therdjpedoses of drugs, nahassive doses, and does
not speak to combinations of drugs, suclaambination of midazolam and hydromorphone.
(ECF No. 925, PagelD 31482-83.) .[3tevens would not necessamgree that midazolam used
with hydromorphone causes anesthesilat PagelD 31482.

With respect to testimony by both Drs. fBogton and Antognini that benzodiazepine
drugs, such as midazolam, are sate, Dr. Stevens testified,

| find that a little disingenuousbecause benzodiazepines are
probably one of the largest drug classes that are used: Ambien,
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Xanax, diazepam, Valium. It goes on and on and the reason they

are so popular and so commonly usedoecause they are safe.

They have replaced the barbiturates because the barbiturates, not

having a ceiling effect, can muchore easily produce respiratory

depression.
(ECF No. 925, PagelD 31471-18.) Dr. Stevenserated that overwhelmingly, cases of
midazolam-related fatalities were because theas another drug, such as an opioid, on board.
Id. at PagelD 31472.

Dr. Stevens was next asked e@agplain his criticism of Dr Buffington’s “three-part”
opinion that “it is more likely than not that dos&#s500 mg or greatawould render BIS values
progressively lower than 69.Id. at PagelD 31473 (refereng ECF No. 900-1, PagelD 30154).
According to Dr. Stevens, the first “fact” uparhich Dr. Buffington relied—that midazolam has
never been demonstrated to haveeiling effect in humans—ialse. (ECF No. 925, PagelD
31473.) Dr. Stevens dismissed the second “faptin which Dr. Buffington relied, namely that
midazolam’s pharmacological effects are knowrbe dose related, because although you get
more sedation with a greater dose, that factoispertinent to the issuat hand “[b]Jecause we
don’t know anything about doses above the therapearige. And there is a ceiling effectd.
at PagelD 31473. Dr. Stevens reiterated tbaté& you get to a certain point, you are not going
to get any greater effect because you reA8A present to work [and] GABA'’s limited.ld. at
PagelD 31474.

The third “fact” upon which Dr. Buffington prased his opinion is that midazolam is
highly lipophilic. Dr. Stevens exgined, “[t]hat just means thatdtosses the blood-brain barrier
quickly.” Id. at PagelD 31474. Dr. Stevesessentially disputed th#ttat has any bearing on the

“ultimate pharmacological effect of midazolam, which is sedation and not General Anesthesia.”

(ECF No. 900-1, PagelD 30154ee alsoECF No. 925, PagelD 31475). And so as to Dr.
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Buffington’s “three-part” opaion, Dr. Stevens concluded, “Well, | just think it's false. It's
contrary to any of the clinicadtudies that we have. And we don’t have a lot, but we've got
enough to at least say midazolahas shown clinically not teroduce a level of general
anesthesia. Therem® indication of it.” Id. at PagelD 31476.

Dr. Stevens concluded the direct exarora portion of his rebuttal testimony by
reiterating that although counterintuitive, tfect remains that because midazolam requires
GABA receptors to work, and GABA receptoese limited, you cannot just give more

midazolam and get a greater effeld. at PagelD 31476.

Evaluation of the Baze/Glossip Claim in Light of the Evidence

Although the debate among the experts anpharmacologic effects of midazolam was
robust and even spirited, a number of factalclusions are suppoddy their testimony and
the lay observations of midazolam-involved executions.

First of all, there appeats be consensus and the Colimtds that administration of a
paralytic drug and potassium chloride will cause a person severe pain. There is nothing in the
testimony to suggest this pain would be iled to persons withparticular physical
characteristics, such as those testified tdMitGuire’s case and found by Judge Frost to be
credible.

There is no objective measure of pain thah be applied intpersonally. Although
medical personnel have in recent years beconme mitentive to patients reported pain levéls,

there is not yet any way of telling that whate person counts as a “7” is the same as what

¥ For an enlightening account of that shift in meditegraion and how it led to the current opiod epidemic, see
Dreamland: The True Tale of AmerisedDpiate Epidemic by Sam Quinones.
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someone else counts as a “7ranking their pain on a scale dfto 10. The Supreme Court in
BazeandGlossipdoes not attempt to quantify what iamt by severe pain. The argument of
Plaintiffs that realizing one isnable to breathe and is therefbkely to be terrified and equating
that phenomenon with severe suffering has not been refuted.

Plainly, midazolam does not have the same pharmacologic effect on persons being
executed as the barbiturates thiopental sodamd pentobarbital. Eh Plaintiffs’ experts
explained at great length why thigas likely to be so. The Court finds from both the expert
opinions and the lay descriptions comparing eens with a barbiturate as the first drug and
midazolam as the first drug th#te drugs do not pduce the same eifts in those being
executed. Without knowing preely why, the Court finds thahose administered midazolam
(whether in a onejection combination with hydromorphoie in sequence with paralytic and
potassium chloride) take longer dee and exhibit different bodillpehaviors in therocess. In
terms of their respective effects on the hurbady, deep sedation and general anesthesia are
distinct.

Defendants’ argument as the Court understangsthat that is a distinction without a
legally significant difference. That is, if a pergerso deeply sedated as to have no awareness of
what is happening or is unable to form mei®® of the “noxious stimuli,” he has not
“experienced” the pain. The testimony is detent that the effect of midazolam as an
anterograde amnesic is to prevent the formatidhage memories. That does not mean the pain
was not inflicted and the Supreme Court has tgetell us that inflicted pain that is not
remembered does not count as severe pain for Eighth Amendment purposes.

For obvious reasons, there are not now and n&ilebe clinical studes of the effect of

injecting 500 mg of midazolanmto a person. Testimony tablished that 500 mg was
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approximately one hundred times the usuatiglicated therapeutic dosend no institutional
review board® would ever approve such an expenine And we certailly cannot ask the
executed whether or not they experienced dtar the injection of midazolam from the
ordinarily painful injections of the second andrdhdrugs they received after the midazolam.
We can ask those questions of post-surgery patieatsione of them wodlbe subjected to use
of that level of midazolam and there was ditdupport in the testimony for the idea that
midazolam would be used alone for surgeriesrdtien those performed on an outpatient basis.

The Court also cannot ignore reasonablerarfees to be drawn from the practice of
executing States. Use of the midazolam-hydromorphone combination with which Dennis
McGuire was executed caused ODRC Director Mohcall a medical team consultation in the
middle of that executiomafter that execution, Ohio abandonéat protocol. Florida, despite
having conducted many executions using midazolam, abandoned the drug while this case was in
hearing. Arizona also abandoned midazolam shdaiipre the hearing as a result of settling
litigation over its use.

The Court concludes that use of midazolanthasfirst drug in Ohio’s present three-drug
protocol will create a “substantial risk of sars harm” or an "objectively intolerable risk of
harm” as required bBazeandGlossip.

To prevail, Plaintiffs must also identif'a known and available alternative method of
execution that entails a lesser risk of pairGlossip, supraat 2731 citingBaze The Ohio
General Assembly has limited available methodexafcution in Ohio to those employing lethal
injection. Ohio Revised Code § 2949.22. The €duoes not believe th&taintiffs are required

to ignore that limitation in ideifying alternatives. That is teay, a method of execution that

3 Institutional review boards are the entities which must approve experiments on human subjects.
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would require legislation, e.g., to adopt the firsguad as an alternative, need not be proposed
by Eighth Amendment plaintiffs a1 available alternative.

The Court is also aware that Maire as a plaintiff in thisase effectively presented the
500 mg midazolam Florida method as an altevea But McGuire’s was the first American
midazolam-involved execution and evidence has accumulated sincg then.

All the parties and witnesses in this case atratuse of a barbitumt either as the first
drug in a three-drug protocol or as the sole drug, would be preferable to the current Ohio
protocol in that it would elinmate the side effects observedmidazolam-involved executions
identified in the lay testimony and would aldorenate (or at least redecto a constitutionally
acceptable level) the risk of subject the inmate to severe pain.

The question, then, is the availability of barbiturates. Justice Alilossipreported
the demise of the supplies of barbituratesewecution purposes and explained the reasons in
terms not likely to be overcome by Ohio, to wite manufacturer of tbpental sodium ceasing
production and the manufacturer of pentobarhigdilising to permit its export to the United
States for execution purposesAlthough apparently some Statbave been able to obtain
pentobarbital for executions, Ohio’s efforts taaib the drug from other States and from non-
State sources have not met with success.

There remains the possibility that Ohio adain the active pharmaceutical ingredient of
pentobarbital and have it made into ingae form by a compounding pharmacy. Deposition
testimony established that, to do so, Ohio rexpuian import license dm the federal Drug
Enforcement Administration and thiatthas an application for su@hlicense pending, but that it

has no indication when a decisiontbat application might be made.

% The Court puts to one side these three Plaintiffs’ ghattthey are not bound by McGuire’s position, although
that is certainly true.
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In Bazeand Glossip the Supreme Court did not atteimip quantify how available the
alternative method must lbe qualify. At the timeBazewas decided, obtaining barbiturates was
not the difficulty it had become by 2015 whétossipwas decided. But even recognizing the
problem inGlossip the Court did not essayale about availability.

Compounded pentobarbital would be preferablentdazolam to all parties in this case.
The Ohio General Assembly htesen steps to protethe anonymity of p@ntial suppliers and
compounders in Ohio Revised Code 8§ 2949.221 and 2949.222, indicating that approach is not
unacceptable to a majority of the legislatufiehis Court and the Sixth Circuit have upheld and
applied the confidentiality provisns of those statues which were represented to Judge Frost as
necessary to obtain possible sugd of execution drugs. Whilampounded pentobarbital will
not be available to Ohio to permit it to exectite above Plaintiffs on the dates now set, the
Court finds Plaintiffs have met their burden tentify a sufficiently available alternative method
of execution to satisfipazeandGlossip

The Supreme Court reminds us @lossip that because capitglunishment is not
unconstitutional, there must be a constitutiomaly to accomplish it. But that does not imply

that an identified alternative to a proflatic method must bevailable immediately.

Equal Protection Claims

Much of the prior preliminary injunction litagion in this case has focused on the Equal
Protection Clause. Judge Frost discussed the standards for evaluating such alclegm @hio
Execution Protocol Litig. (LorraineB40 F. Supp. 2d 1044 (S.D. Ohio 2012):

"The Equal Protection Clause of the Fourteenth Amendment
commands that no state shall ‘deny to any person within its
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jurisdiction the equal ptection of the lawsU.S. Const. amend.
XIV, 8 1. The Supreme Court hasatd that this language
‘embodies the general rule that 8tamnust treat like cases alike but
may treat unlike cases accordinglyradvansky v. City of Olmsted
Falls, 395 F.3d 291, 312 (6th Cir. 200fguotingVaccq 521 U.S.

at 799, 117 S.Ct. 22%3To establish a claim for relief under the
Equal Protection Clausea plaintiff must demonstrate that the
government treated the plaintiff disparately as compared to
similarly situated persons and theich disparate treatment either
burdens a fundamental right, targed suspect class, or has no
rational basisld.; see alsal'riHealth, Inc, 430 F.3d at 788

Id. at 1053-54, quotin@€lub Italia Soccer & Sports Org., Inc. v. Charter Twp. of Shelby, Mich
470 F.3d 286, 298 (6th Cir. 2006je continued:

When the disparate treatment burdens a fundamental right, strict
scrutiny appliesMiller v. City of Cincinnatj 622 F.3d 524, 538
(6th Cir. 2010) What this means is that any core deviation from
the protocol is permissible only it is narrowly tailored to a
compelling governmental interestf. Does v. Mungz507 F.3d

961, 964 (6th Cir. 2007)

Id. Lorraine also repeat€lub Italia’'s explanation of the Equal &ection class-ebne approach
which is applicable to Plaintiffs’ claimdd.

The core of this Court’s prior holdings oretkqual Protection claims has been that the
execution protocol, adopted as binding on itselfthy State of Ohio, mudie followed. See,
e.g.,Cooey v. Kasich (Smith$01 F. Supp. 2d 623 (S.D. Ohio 2011). There can be no deviations
from the five core components and any deviations from non-core components must be personally
approved by the ODRC Directof.he five core components are

1. At least three Medical Team Members, two of whom are
authorized to administer drugs under Ohio law, shall be used in the
conduct of court-ordered executions.

2. The drugs required by this policy shall be used.

108



3. Functions required to bperformed by medically-qualified
persons, as described in thisipgp) shall be performed by Medical
Team Members.

4. All Execution Team functionsshall be performed by
appropriately trained and quadii members of the Execution
Team.

5. Only the Director can authorizevariation from the procedures
stated in this policy but not a nwation from the four requirements
listed immediately above inubsection V.1.2.3. and 4. of this

policy.
October 7, 2016, 01-COM-11, V. 1-5. (DX 1).
In their Proposed Findings of Fact, Plaintifigke the following claims of deviation from
the Protocol:
1. Return to the use of a pitic drug and potassium chlde after their abandonment in
November 2009 (115-11, EQ¥o. 895-1, PagelD 30107-08);
2. Use of 41.2 mg of hydromorphone in the Glire execution instad of the 40 mg

required by the Protocol then in effelct. at 11 12-15;

3. Deviations from required trainingl. at {'s 16-32; and
4, Inadequacy of the consciousness checsgided for in the current protocddl. at 71 33-
44.

Plaintiffs have pointed to no requirementpfor Orders of this Court or of Ohio or
federal law which suggest that an Executioat®tol, once adopted, maot be amended by the
same process by which it was adopted in the filace, to wit, actiorby the ODRC Director.
Although the Court finds the ODRC cannot remdince the paralytic anpotassium chloride
(See Judicial Estoppel Claim, infra), that is agesult of judicial estoppel, not the Equal

Protection Clause. Put more abstractly, areraiment is not a deviation. Defendants have
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undertaken to give Plaintiffs &ast thirty days’ notice of a chge in execution drugs, but that
does not imply a prohibition on amendment.

There was no oral testimony about the hydromorphone overdose in the McGuire
execution. Assuming that fact is supported sonse/im the mountain of paper filed in the case,
no one has explained to the Court how this d@mnas material. Hydromorphone is an opioid.
Defendants’ expert in the Mc@a hearing, Dr. Dershwitz, whom Judge Frost credited over
Plaintiffs’ expert, testified the effect of thhgydromorphone would be to prevent any ill effects
from the air hunger Dr. Waisel expected to occamfthe midazolam. It seems very unlikely to
the Court that 1.2 mg additional hydromorphone walgcrease the effects of that drug; in the
absence of any testimony, the Codeclines to make any sudhnding. If this deviation
occurred, it would have had the effect of bettatgeting McGuire from severe pain than the 40
mg dose.De minimis non curat lex

With respect to training, Plaintiffs’ pringal claim seems to be that Richard Theodore
trains execution team members on the “therapeefiects of the drugs,” rather than their
“general nature and effects(ECF No. 895-1, PagelD 30110). &Court does ridind this to
be a deviation, even without exerimg the content of the traininigp detail. As was evident
throughout expert testimony in the hearamy also in Judge Frost’'s opinionMtGuire, using
particular drugs for the first time, especially in doses that are never used therapeutically and
therefore have no clinical testing can caussulte that are unexpected. Witness the ample
anecdotal testimony about midazolam-involve@aions above. Training cannot be done to
advise personnel of resultsatrhave not been studied.

Plaintiffs are also concerned about the negment for training for contingencies and the

fact that the McGuire execution team was notnedito deal with the contingencies that Dr.
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Waisel predicted would occur thithe protocol used with M&guire (ECF No. 895-1, |1 25-28,
PagelD 30110). His testimony was heard ingiminary injunction hearing on January 10 and
12, 2014. In re: Ohio Execution Protocol Litig. (McGuire®94 F. Supp. 2d . 906, 908 (S.D.
Ohio 2014). McGuire’s execution was schedui@dand conducted on January 16, 2014; Judge
Frost denied an injunction in part becabsecredited Dr. Dershwitz over Dr. Waisédl. at 913.

To find a deviation from the ¢e component of training ocaed with the McGuire execution,
the Court would have to find that Ohio wasgju@ed to accept Waisk® opinion hypothetically
and postpone the McGuire execution so that tlee@ion teamed could be trained to deal with
what might happen if Dr. Waisel were corredihe Equal Protection Clause does not require a
State’s execution protocol to beitign such that a “contingency” tfis sort must be trained for.

If that were the case, any execution colle postponed indefinitely by proposing new
hypothetical contingencies shortly before an imenit execution. This would likely create the
situation repeatedly warned against by the Supr@uourt and the Sixth @iuit of this Court’s
becoming a micro-manager or best-practices board for executions.

The last Equal Protection claim fares no bettdt is that the consciousness checks
intended to be used for the Phillips’ executioifi not perform their intended task of reliably
determining whether the inmate to be executed is “unaware and insensate to pain.” For this
Court to attempt to prescribe what consciogsnehecks must be performed and what results
must be obtained from thewould have us back in thmicro-management arena.

The Court concludes that dnitiffs are unlikely to preail on their Equal Protection

claims.
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Judicial Estoppel Claim

In his Sixth Claim for Relief, Plaintiff Phillipalleges that the State of Ohio permanently
renounced the use of pancuronium bromide and patassiloride in lethal injection executions
(Fourth Amended Complaint, ECF No. 692, Pagei®37-43). Plaintiffs Tibbetts and Otte raise
the same claims (ECF No. 691, Pl&y20496-500; ECF No. 695, PagelD 21143-47).

The October 7, 2016, Execution Protocol addsaralytic agent @curonium bromide,
pancuronium bromide, or rocuronium bronffeas the second drug and potassium chloride as
the third drug in the three-drug protocol Othas announced it intends to use to execute
Plaintiffs Phillips, Tibbetts, and Otte; onniemry 13, 2017, Defendangided Plaintiff Alva
Campbell to the list of those it intends toeemte using this protocol and for whom it has
sufficient drugs available (ECF No. 919).

In December 2016 the Court stayed the executainBlaintiffs Phillips, Tibbetts, and
Otte to allow the Sixth Circuit sufficient time to decide the interlocutory appeal in this case.
Given Defendants’ insistence thamy such stay order had meeet the preliminary injunction
standard, the Court found that Plaintiffs were lkil succeed on their judicial estoppel claim.
(ECF No. 834, reported &t re: Ohio Execution Protocol Litig2016 U.S. Dist. LEXIS 174933
(S. D. Ohio Dec. 19, 2016). The parties’ Praab&indings of Fact and Conclusions of Law,
filed after that decision, presuaily take it into account.

In 2009 death-row inmate Ronald Biros walestuled to be executed under a three-drug

protocol in which thiopentadodium was the first drug, followed by pancuronium bromide and

% Since each of these drugs is appareintiynded to and capable of achieving the same result, the Court makes no
distinction among them in this Decision, No evidenstimfjuishing among them was offered at the preliminary
injunction hearing.
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potassium chloride. Ohio had dait execution date for December 8, 200@0ey (Biros) v.
Strickland 588 F.3d 921 (6 Cir. 2009). On October 19, 2009, Judge Frost stayed Biros’
execution pending further order of this Co{@ase No. 2:04-cv-1156, ECF No. 590). However,
on November 13, 2009, the State changed its protocghift to a one-drug procedsure: a single
dose of five grams of thiopentabdium administed intravenouslyld. The State then moved to
vacate the stay, Judge Frost s=fd, and the State appealed.

Although Ohio had ceased to use the method Biros contended was unconstitutional, he
argued that voluntary cessatidil not prevent a latertten to that method.

Biros rejoins that Ohio has notet its "heavy" burden of showing
that this voluntary change irprocedure has defeated any
"reasonable expectation . . ." thlé alleged violation will recur.”

Los Angeles County v. Davis, 440 U.S. 625, 631, 99 S. Ct.
1379, 59 L. Ed. 2d 642 (1979). Biros suggests that "there is no
assurance that defendants will not revert to [the three-drug
procedure] whenever they wantdo so." Biros Reply Br. at 14.

As an initial matter, it is by no eans clear that the prior procedure
was unconstitutional, and it thus is by no means clear that a
"rever[sion]" will lead to "recur[ring]" constitutional violations.
SeeBaze, 128 S. Ct. at 1537. Be that as it may, the question at
hand is whether Ohio will use the old procedure, or the new one, in
executing Biros. There is no basigdlre record or for that matter in
common sense for assuming that ®Btate will do anything other
than what it has told us in court filings and what it has told the
public at large: it has changed @secution protocol, and it intends

to apply the substantially modifigarotocol to Biros. Both of the
key changes to the protocol, itdve adding, grew out of--and were
direct responses to--the underlying litigation of which Biros was a
part. Under these circumstances, we see no reasonable basis for
refusing to take the State at its word.

588 F.3d 921, 923 (BCir. 2009). Thus the Sixth Circuibund Biros’ challeges to the old

protocol moot, vacated the stay, and allowed 8im be executed. The State of Ohio thereby
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achieved two important litigation goals: the thmnding appeal was disssed as moot and the
Biros sentence was carried out.

The doctrine of judicial estoppel forbidgparty from taking a posiin inconsistent with
one successfully and unequivocally asserted lat #ame party in amarlier proceeding.
Mirando v. U.S. Dept. of the Treasuifg6 F.3d 540, 545 (6th Cir. 2014)ting New Hampshire
v. Maine,532 U.S. 742, 748 (2001)yarda v. Commissioner of Internal Revenife F.3d 533,
538 (6n Cir. 1994).

The doctrine of judi@l estoppel "forbids a party ‘from taking a
position inconsistent with onsuccessfully and unequivocally
asserted by the same party in a prior proceedi@giffith v. Wal-

Mart Stores, 135 F.3d 376, 380 (6th Cir. 1998), quotihgledyne
Indus., Inc. v. Nat'l| Labor Relations B&11 F.2d 1214, 1217 (6th
Cir. 1990). Courts apply judiciastoppel in order to "preserve]]
the integrity of the courts by @venting a party from abusing the
judicial process through cynical gamesmanship, achieving success
on one position, then arguing the opposing to suit an exigency of
the moment.'ld. quoting Teledyne911 F.2d at 1218. The doctrine
applies only when a party shows that his opponent: (1) took a
contrary position; (2) under oath in a prior proceeding; and (3) the
prior position was accepted by the colat.

Wells Fargo Bank, N.A. v. La Salle Bank, N6¥.3 F. Supp. 2d 1014, 1029 (S.D. Ohio
2009)(Merz, M.J.).

The position the State of Ohio now takes — thaifill execute Phillig, Tibbetts, and Otte
under a three-drug protocol ogi a paralytic agent and potassiwimloride -- is completely
inconsistent with the position it took on appealGooey (Biros) and on remand from that
decision before Judge Frost. Ohio prevaileditsncontrary position and is now judicially
estopped from re-adopting a patalyagent and potassium chide as part of the Execution

Protocol.
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Judicial Admissions Claim

Plaintiffs also claim they are entitled @@ preliminary injunction on a theory that
Defendants have made bindijudicial admissions to which theyust be held. Plaintiffs rely on
the same facts use for their joidil estoppel claim to supportdin position (Plantiffs’ Amended
Proposed Findings of Fact and Conclusiohkaw, ECF No. 895-1, PagelD 30050).

The Court believes Plaintiffs misconceivea thature of a judicial admission. As the
authorities they cite explain, a judicial admissis an unequivocal pti®n taken on a question
of fact, often in a pleading otigulation. The effect of a judial admission is to withdraw the
admitted fact from further contest in the case.

However, the instances of statementsetklon by Plaintiffs for this claim are not
statements of fact, but promisesfuture conduct. For exampl&hio told this Court and the
Sixth Circuit inCooey(Biros) that “neither pancuronium bromide nor potassium chloxidlebe
usedas part of the lethal injection procégqsjuoted at ECF No. 89%; PagelD 30060; emphasis
supplied.) The distinction is parallel to thmade in pleading common law causes of action for
fraud: language about whaparty will do in the future may eate a binding contract, but such
language only constitutesafd if it misrepresents a party’s present intention.

While statements of promised futurenduct are sufficient to support the judicial
estoppel claim, they do not constitute judicamissions and Plaiffs are not entitled to

preliminary injunctive relief on a judicial admissions theory.
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II. Irreparable Harm

The irreparable harm to the named Plainiifff®@mporary injunctive relief is not granted
is patent. Ohio’s plan to execute these three men on the dates presently set is firm, as witnessed
by Defendant’s counsel’'s representations to tberCand by the Governor’s having granted only
short reprieves to Messrs. Phillips and Tibbetts in lighhisfrevived litigiion. Whether or not
Plaintiffs’ claims survive their deaths, the injumould be irreparable. This is consistent with
earlier findings of irreparabilitypy Judge Frost. See, e.m,re: Ohio Execution Protocol Litig
(Lorraine), 840 F. Supp. 2d 1044, 1059 (S.D. Ohio 2012), aff'd., 673 F.3d 6*0(Di(62012).

Defendants do not contest this element.

IIII. Balance of Equities

In some cases seeking preliminary injunetirelief from executin, the courts have
emphasized the lack of diligence on an inmatets gma reason for denying relief. For example,
in Workman v. Bredesen, supM/orkman filed his motion for taporary injunctive relief on
May 4, 2007, only five days befohés scheduled execution. 4B&d at 899. The Sixth Circuit
vacated the temporary restrainiogler granted by the Distri€@ourt, holding “[a]t no point until
last Friday, May 4, 2007, did Workman challertbe State’s method of execution, even though
the components of the procedure that Workmaailehges today have be@m existence in the
main since 1998.1d. See also

In contrast, the State announced its new lethal injection prdieoelon October 7, 2016,

and all three Plaintiffs filed their prelimany injunction motions within a month and on a
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schedule approved by the Courfhey were in no way dilatory in raising the challenges they

make.

IV. The Public Interest

Both the Sixth Circuit and the Supreme Court have recognized the interest of the State in
the carrying out of criminal judgmentsn the case of Bon sentences, thisterest is protected
by requiring an inmate to exhaust all availabktesicourt remedies befoféing federal habeas
corpus and by making the standard for bail pegpch habeas decision on the merits all but
impossible to meet. In other words, the Stats tfee benefit of theanviction until and unless a
federal court decides the convartiis unconstitutional and everctanditional writ may not bring
release if a retrial is possible. In a non-capitabeas corpus case, the petitioner has great
interest in a speedy resolution because until heswhe is being completely deprived of his
liberty, the very interesdt stake in the case.

“Death is different.” Woodson v. North Carolina428 U.S. 280, 305 (1976). With a
death sentence, the State gets no part of tiirsse carried out until the federal courts have
finished their work, often with a last-minute dainof stay of executioby the Supreme Court.
Unless his case is a “dead bang winner’dieath row inmate benefits from delay.

Consideration of the public interest incase such as this requires balancing between
those two poles. Assuming first that the Statedramterest in retributive justice on behalf of
families of murder victims, that interest is disserved by further delay. Assuming that the public
has a deterrence interest in capital punishmenpaacsice, that interest Eso served by speedy

executions. It is a truism of penology that dalapunishment diminishes the deterrent effect of
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punishment. However, when executions are routinely delayed decades in Ohio, it is very
debatable how much loss in deterrence thereoi® waiting until a case can be tried on the
merits.

The public interest is also served by the rule of law which in cases such as this demand
that persons not be executed unconstitutionally and that the federal courts have ample time to
decide whether the intended execution is congtiital or not. Enforcing the Constitution is the
highest rule of law value for almerican courts, since all judges take an oath to treat it as the
supreme law of the land. Judge Frost’s eademisions reached the same conclusion. See e.g.,

In re: Ohio Execution Protocol Litig (Lorraine840 F. Supp. 2d 1044, 1059 (S.D. Ohio 2012),
aff'd., 673 F.3d 601 (6Cir. 2012).
On balance, the public interest weighsfamor of granting temporary injunctive relief,

but maintaining a fast track approach tquddating Plaintiffs’ claims on the merits.

Conclusion

Based on the foregoing analysis, the Pl#gitMotions for Preliminary Injunction are
GRANTED IN PART AND DENIED IN PART. Dtendants and all persons in active concert
with them are ENJOINED during the pendencythug action from carrying into execution the
death sentences of Plaintiffs Phillips, Tibbettsj/ar Otte by using (1) the three-drug protocol
embodied in the October 7, 2016, version of OIMCOL or (2) any lethal injection method

which employs either a paralytagent or potssium chloride.
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No bond will be required.

January 26, 2017.

s Michael R. Merz
United StatedMagistrateJudge
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