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Informational Statement

L. ANY RELATED OR PRIOR APPEAL

Ark. Dept. of Correction, et al. v. Steven Shults, Arkansas Supreme Court No.
CV-17-261; Ark. Dept. of Correction, et al. v. Steven Shults, Arkansas Supreme Court
No. CV-17-267; and Ark. Dept. of Correction, et al. v. Steven Shults, Arkansas
Supreme Court No. CV-17-544.
II.  BASIS OF SUPREME COURT JURISDICTION

See Jurisdictional Statement.

(__ ) Check here if no basis for Supreme Court Jurisdiction is being

asserted, or check below all applicable grounds on which Supreme
Court Jurisdiction is asserted.

(1) ___ Construction of Constitution of Arkansas
(2) _ Death penalty, life imprisonment

(3) _ Extraordinary writs

(4) __ Elections and election procedures

(5) ___ Discipline of attorneys

(6) _ Discipline and disability of judges
(7) _X_ Previous appeal in Supreme Court
(8) _ Appeal to Supreme Court by law

III. NATURE OF APPEAL

(1) _X Administrative or regulatory action
(2) _ Rule 37
(3) __ Rule on Clerk

(4) ___ Interlocutory appeal

(5) _ Usury

(6) _ Products liability

(7) ___ Oil, gas, or mineral rights
(8)  Torts



(9) __ Construction of deed or will

(10) _ Contract

(11) _ Criminal

This is an appeal of an order entered by the Pulaski County Circuit Court
requiring the Arkansas Department of Correction to disclose lethal-drug package
inserts and labels in response to a FOIA request. The circuit court required disclosure
of those records despite undisputed evidence that doing so would identify or lead to
the identification of a seller or supplier in violation of the Arkansas Method of
Execution Act, Ark. Code Ann. § 5-4-617(1)(2)(B). This Court granted the State’s
emergency motion for an immediate stay of the circuit court’s order. The State now

appeals on the merits.

IV. IS THE ONLY ISSUE ON APPEAL WHETHER THE EVIDENCE IS
SUFFICIENT TO SUPPORT THE JUDGMENT?

No.
V. EXTRAORDINARY ISSUES

(X)) appeal presents issue of first impression,
(_ ) appeal involves issue upon which there is perceived inconsistency
in the decisions of the Court of Appeals or Supreme Court,

) appeal involves federal constitutional interpretation,

appeal is of substantial public interest,

appeal involves significant issue needing clarification or

development of the law, or overruling of precedent,

) appeal involves significant issue concerning construction of
statute, ordinance, rule, or regulation.

(
(X)
(X)

(

<

vi



VL

CONFIDENTIAL INFORMATION

(1) Does the appeal involve confidential information as defined by
Sections III(A)(11) and VII(A) of Administrative Order 19?

Yes X No

(2) If the answer is “yes,” then does this brief comply with Rule 4-1(d)?

Yes No

vii



Jurisdictional Statement

1. The issue of law raised on appeal is as follows: Does the Method of
Execution Act prohibit the Arkansas Department of Correction from disclosing in
response to a FOIA request pharmaceutical package inserts and box labels that
may identify or lead to the identification of sellers or suppliers of lethal-injection
drugs?

2. I express a belief, based on a reasoned and studied professional
judgment, that this appeal raises the following questions of legal significance for
jurisdictional purposes: This case presents a question of first impression regarding
whether the Method of Execution Act’s confidentiality provisions apply to all
sellers and suppliers in the distribution chain. The appeal is of substantial public
interest due to the competing interests of the State in maintaining its lethal-drug
supply and the public in accessing records under FOIA. The scope of the Method
of Execution Act’s confidentiality provisions is an important issue needing
clarification or development of the law. Finally, the appeal involves a significant
issue concerning the construction and application of State statutes.

/s/ Jennifer L. Merritt

Jennifer L. Merritt
Senior Assistant Attorney General
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Points on Appeal

The lethal-drug information requested by Shults is confidential and not
subject to disclosure.

A.

The Method of Execution Act expressly requires the ADC to
maintain the confidentiality of lethal drug sellers and suppliers.

Ark. Code Ann. § 5-4-617(1)(2)(B) & (j).

Hammerhead Contracting & Dev., LLC v. Ladd, 2016 Ark. 162, 489
S.W.3d 654.

Manufacturers “sell” and “supply” lethal drugs in the
distribution chain.

Hammerhead Contracting, 2016 Ark. 162, 489 S.W.3d 654.

Mosley Mach. Co. v. Gray Supply Co., 310 Ark. 214, 833 S.W.2d 772
(1992).

The State’s interpretation of the statute gives full effect to all of its
provisions and is consistent with legislative intent.

Act 1096 of 2015, codified at Ark. Code Ann. § 5-4-617.
State v. Colvin, 2013 Ark. 203, 427 S.W.3d 635.

As a matter of public policy, lethal-drug confidentiality provisions
should apply to all sellers and suppliers in the chain, including the
original manufacturers.

Kelley v. Johnson, 2016 Ark. 268, 496 S.W.3d 346.

X



The confidentiality provision in the Method of Execution Act
trumps the FOIA.

Bd. of Trustees for the City of Little Rock Police Dep’t Pension &
Relief Fund v. Stodola, 328 Ark. 194, 942 S.W.2d 255 (1997).

Even if the identity of lethal-drug manufacturers is not
confidential under the Method of Execution Act, the ADC still
must redact certain information from drug labels to protect the
confidentiality of other sellers and suppliers in the chain of
distribution.

21 U.S.C. § 360eee-1.

21 C.FR. §210.3(b)(11).
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Abstract
Hearing on FOIA Complaint
September 19, 2017
(R. 147)

SENIOR ASSISTANT ATTORNEY GENERAL JENNIFER MERRITT FOR
THE ARKANSAS DEPARTMENT OF CORRECTION DEFENDANTS:

The State moves to dismiss the Complaint under Rule 12(b)(1), 12(b)(6), as
well as 12(b)(8). And, alternatively, the State requests a stay of this case pending
the final resolution of a related case filed by Mr. Shults against the same
Defendants that involves the same factual and legal issues that is currently pending
before the Supreme Court of Arkansas.

In terms of the Motion to Dismiss, the State has first moved on the grounds
of sovereign immunity. And I will admit to the Court that the sovereign immunity
defense is somewhat tied into the 12(b)(6) defense because sovereign immunity is
the rule. And unless an exception to sovereign immunity applies, the State is
absolutely immune from suit in state courts.

Mr. Shults apparently concedes that a complaint that does not state a valid
claim for an illegal or unconstitutional act is barred by sovereign immunity. None
of the other exceptions could possibly apply in this case. So an illegal or (R. 151)
unconstitutional act has to be shown, or the complaint is barred. So, in other
words, a complaint against a state agency that fails to state a cognizable legal claim

and fails under 12(b)(6) also fails under 12(b)(1). The State is immune because the
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Complaint fails to state a valid claim. Mr. Shults also recognizes in his Response
that sovereign immunity is the rule, and that this exception is the only one that
applies.

The Court should hold that the Complaint here fails to overcome the ADC’s
sovereign immunity because it does not state a cognizable FOIA claim. There’s
one claim in this case; it’s a FOIA claim. Shults seeks records under the FOIA that
cannot be disclosed, under any circumstances, under a completely separate act, the
Method of Execution Act, which the legislature passed in 2015.

This was an amendment to the Method of Execution Act for a number of
purposes. It codified a new lethal-drug protocol. And with relevance to this
specific case, the legislature codified for the very first time a number of very strong
confidentiality provisions that protect the identity of a number of people who (R.
152) are involved with the lethal-injection process; everyone from sellers and
suppliers of drugs, to testers of drugs, the executioner, any other person who is
involved. A broad swath of individuals who are involved in the execution process
are absolutely confidential under Arkansas Code Annotated § 5-4-617(i)(2). That
provision states, “The department shall keep confidential” — that is mandatory,
“shall” — “all information that may identify or lead to the identification of the
entities and persons who test, sell, or supply the drug or drugs for the execution

process.”
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So that is a very broad confidentiality provision. In the State’s view, this
isn’t even really a FOIA case. This is a case under the Method of Execution Act.
And the Plaintiff bears a burden of showing and pleading that he is entitled to the
records that he seeks under the Method of Execution Act.

This Complaint specifically alleges an entitlement to two different kinds of
information that is subject to the confidentiality provision in 5-4-617. First, Mr.
Shults seeks disclosure of lethal (R. 153) drug labels. So, literally, the label on a
vial of injectable medicine that identifies the manufacturer of the drug, other
information, as well as package inserts. So the package inserts are those tiny little
pieces of paper that are stuck into drug boxes. When you open them up, they are
big. They’ve got a lot of information about warnings and contraindications and the
like. Those documents are unique to each manufacturer. Each manufacturer of a
drug has its own unique style, format, diction, color scheme, logos, and the like.
So those documents identify who a seller or supplier of that drug is; and that’s the
ADC’s position.

The parties have stipulated outside of court. Mr. Gaines and I exchanged
some emails the other day. We don’t dispute the facts that are alleged in the
Complaint, with regard to the specifics of Mr. Shults’s FOIA request, or the
ADC’s response. We’ve stipulated as to the authenticity and admissibility of the

exhibits that were attached to Mr. Shults’s Complaint, as well as the exhibits that

Ab3



COURT’S RULING: All right. As I said, you know, I went through this. I
— I read it briefly (R. 193) yesterday. I thought I would have more time than I did
here at the office. So I took it home last night. And I sat and read everything that
you-all had given me and then I started going through Ark. Code Annotated § 5-4-
617, the MEA. When I went through that, I made notes. And I noted that,
specifically, the legislature, in paragraph (d)(1), talked about a manufacturer
approved by the FDA.

And then under (i1)(2)(B), they don’t mention a manufacturer when they talk
about the entities that would be kept confidential. “The entities and persons who.”
And then they delineate who those entities and persons are. “Compound, test, sell,
or supply the drug or drugs described in subsection (c) of this section.”

Then, they go down to (j), “The department shall make available.” That’s
mandatory, as I understand the Supreme Court’s interpretation of the word. “To
the public any of the following information upon request, so long as the
information that may be used to identify” — again “the compounding pharmacy.”
The same as goes back up to (i)(2). “Testing laboratory” goes back up to (b), the
test. “Seller or supplier.” “Sell or supply the drug or drugs is (R. 194) redacted and
maintained as confidential.”

So they specifically delineate in both of those sections “the entities and

persons who” and then they describe them specifically. Nowhere in there is the
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word “manufacturer” used. And the legislature could have easily inserted that
word. They do not.

Then you go to (j)(1), “Package inserts and labels if the drug or drugs
described in subsection (c) of this section have been made by a manufacturer
approved by the USFDA.” So they could have, and they probably should have if,
you know, they want to accomplish what the State argues, but they didn’t. And
you’re asking me to read into this statute something that is not there. And I cannot
do that.

So I do not find that “seller” or “supplier” equates to manufacturer. So the
exemption there does not apply.

And I think that if I interpret the reading of (j)(1) as the State would argue, it
makes that provision meaningless. And I don’t think that I can do that, either.

As I told you, I read Judge Griffen’s the paperwork as it relates to, I’ll call it,
Shults I, after reading your pleadings and documents (R. 195) and the statute. And
I find Judge Griffen’s opinion to be very well-written, very concise, and it is
applicable.

And so I’'m going to order the State to supply — and, again, the other thing
the legislature could have done, had they wanted to remove from the package
inserts and labels, the lot and batch numbers, they didn’t do that. And they could

have. So I’'m going to order that it be provided. (R. 196-97). What if just say this,
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what if I order you to turn it over by next Thursday. That’ll give you a little over a
week to make your application for stay.

And, again, I understand the Plaintiff wants (R. 198) it, and I’ve ruled that
you’re entitled to it. I am not inclined to dismiss under 12(b)(8), nor am I inclined
to stay this proceeding waiting on ruling in Shults I. You know, I have good
attorneys, very bright people, that understand that, you know, I’ve made a ruling,
but you-all certainly have your right to challenge that, and I expect you to do so.
You know, so that’s no surprise, and I’ll let the Supreme Court make the final call
on that issue. But that’s the way I see it today.

MS. MERRITT: Thank you, Your Honor. And can I confirm, the Court is
ordering complete, unredacted disclosure of the label, as well?

THE COURT: Yes, ma’am.

MS. MERRITT: So we do need to disclose lot (R. 199) and batch numbers
under the Court’s order?

THE COURT: Yes, ma’am. (R. 200).

Ab 30



Statement of the Case

This expedited appeal involves the proper scope and application of
confidentiality provisions in the Arkansas Method of Execution Act, Ark. Code
Ann. § 5-4-617 (“MEA”), that require the Arkansas Department of Correction
(“ADC”) to maintain the confidentiality of lethal drug sellers and suppliers.

The FOIA request. Plaintiff-Appellee Steven Shults is an attorney with no
apparent connection to death-penalty litigation or death-row inmates. He is not a
prisoner facing a scheduled execution, nor does he represent a prisoner facing a
scheduled execution. Shults has submitted weekly FOIA requests to the ADC
seeking, among other things, records related to the Department’s lethal-drug
supply. (Add. 5-10). The FOIA request at issue here, dated August 21, 2017,
specifically requested documents or records in any form (including photos or
copies of labels on drug bottles, packaging, or inserts) containing the following
information about all drugs intended for use in judicial executions: drug name,
manufacturer, concentration, expiration date(s), and lot numbers. (Add. 8).

ADC’s response. ADC provided Shults with information and records
revealing that the Department had recently acquired a supply of bulk-manufactured,
FDA-approved midazolam, a drug listed in its execution protocol. (Add. 11, 130-
31). ADC informed Shults that it was in possession of pharmaceutical package

inserts and labels for the midazolam that were potentially responsive to his request.
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(Add. 11). But ADC explained that those records were exempt from FOIA
disclosure under the Arkansas Method of Execution Act, Ark. Code Ann. § 5-4-
617 (“MEA”) because, under that provision, ADC is required to “keep confidential
all information that may identify or lead to the identification of . . . the entities . . .
who . . . test, sell, or supply the drug or drugs . . . for the execution process.” (Add.
11) (quoting Ark. Code Ann. § 5-4-617(1)(2)(B)). ADC acknowledged that, while
the MEA generally requires disclosure of “[pJackage inserts and labels, if the drug
or drugs . . . have been made by a manufacturer approved by the United States
Food and Drug Administration,” ADC may only disclose such documents where
“the information that may be used to identify the . . . seller, or supplier is redacted
and maintained as confidential.” (Add. 11) (quoting Ark. Code Ann. § 5-4-617(j)-
(J)(1)). ADC explained that this Court had recently sustained the constitutionality
of the MEA in Kelley v. Johnson, 2016 Ark. 268, 496 S.W.3d 346, and that ADC
was required to fully comply with the confidentiality provisions of the law. (Add.
11).

ADC explained to Shults that, consistent with the MEA’s broad prohibition
on the disclosure of all information that may identify or lead to the identification of
entities that sell or supply drugs for the execution process and the requirement that
any package inserts and labels be redacted to maintain that confidentiality, ADC

had determined that it was prohibited from disclosing the drug package inserts and
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labels that potentially would be responsive to his request. (Add. 11). ADC
explained that, based on its previous experience disclosing inserts and labels, along
with a detailed comparison of such documents used by different drug
manufacturers, production of those records would identify or lead to the
identification of the suppliers and sellers of those drugs. (Add. 11).

ADC noted that it had previously disclosed labels and inserts that redacted
manufacturer logos, addresses, and other information which the ADC believed
could be used to identify sellers or suppliers. (Add. 12). But, despite those efforts,
news outlets were able to compare the redacted inserts and labels with publicly-
available (unredacted) information and readily discern the identity of the drugs’
suppliers and sellers. (Add. 12) (identifying three examples of news reports
publishing the names of the manufacturers of the drugs in ADC’s possession after
production of redacted package inserts and labels). Such identification despite

99 ¢

ADC’s efforts at redaction was “unsurprising” “[g]iven variations in format, style,
diction, font, organization, grammar, and spelling between the labels and inserts
used by various manufacturers[.]” (Add. 12). As a result, it is not possible to
redact the labels or package inserts in a manner that would—as required by the
Method of Execution Act—maintain confidentiality.” (Add. 12).

In order to provide Shults with as much information as possible, ADC

confirmed that its recent purchase was of bulk-manufactured, FDA-approved
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midazolam with an expiration date of January 2019. (Add. 11). ADC also
provided URL information for a number of websites where Shults could find
package inserts and labels for all FDA-approved drugs, including the recently-
acquired injectable midazolam. (Add. 12).

The lawsuit." Shults filed suit on September 7, 2017, alleging that the ADC
violated the FOIA and the Method of Execution Act by failing to provide him with
copies of the package inserts and labels for the newly-acquired midazolam. (Add.
1). Shults requested that the circuit court hold a prompt hearing and enter an order
finding that ADC violated the FOIA through improper interpretation of Ark. Code
Ann. § 5-4-617(j)(1), that ADC was not substantially justified in its refusal to
provide the records as requested, and that Plaintiff is entitled to unredacted copies
of lethal drug labels and package inserts. (Add. 3).

ADC moved to dismiss the Complaint, arguing that Shults failed to state a
valid FOIA claim because the information he seeks is confidential under the MEA.
(Add. 23, 83). ADC also submitted the Affidavit of Rory Griffin, who is the
Department’s Deputy Director for Health and Correctional Programs with 25 years
of experience in ADC’s healthcare system. (Add. 106). Deputy Director Griffin

explained why it is impossible for the ADC to disclose drug package inserts and

' The same factual and legal issues that are presented in this case are also the
subject of another FOIA lawsuit that Shults filed in March 2017 in Pulaski County
Circuit Court No. 60CV-17-1419, which is currently pending before this Court on
appeal in Supreme Court No. CV-17-544 (“Shults I).
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labels in a way that complies with the MEA’s confidentiality provisions. (Add.
107-09). Deputy Director Griffin also testified that “[d]rug labels not only reveal
the identity of the manufacturer, which is the initial ‘seller’ or ‘supplier’ of the
drug into the stream of commerce,” but ‘“also contain unique identifying
information in the form of lot and/or batch numbers that may be used to trace the
drug through the distribution chain, all the way from the manufacturer through its
supply chain and to the end user, which in this case is the ADC.” (Add. 109).
“Accordingly, the MEA absolutely prohibits the ADC from disclosing lot and/or
batch numbers in response to FOIA requests.” (Add. 109).

The FOIA hearing. The circuit court held a hearing on September 19,
2017. The circuit court took judicial notice that drug manufacturers sell or supply
their products in the stream of commerce. (Ab. 6). The circuit court also credited
the undisputed testimony of Deputy Director Griffin that lot and batch numbers
appearing on drug labels can be used to identify sellers and suppliers in the
distribution chain. (Ab. 24-26). But the court ultimately ruled in favor of Shults
and ordered unredacted disclosure of the requested package insert and label
because the legislature did not specifically include the terms “manufacturer,” “lot
number,” or “batch number” in the MEA’s confidentiality provisions. (Ab. 28-30;
Add. 133-36). ADC filed a notice of appeal (Add. 137) and obtained an

emergency stay of the disclosure order from this Court.
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Argument

This case presents a straightforward question of law: Whether documents
that identify or could lead to the identification of lethal-drug sellers and
suppliers—including the manufacturers that “sell” and “supply” those drugs into
the stream of commerce—are subject to disclosure under the FOIA. On de novo
review, this Court should hold that such records are absolutely confidential under

the MEA and reverse the circuit court’s disclosure order.

I. Standards of review

The question of the correct application and interpretation of an Arkansas
statute 1s a question of law which this Court reviews de novo. Hammerhead
Contracting & Dev., LLC v. Ladd, 2016 Ark. 162, at 6, 489 S.W.3d 654, 658-59;
see also Ark. State Police v. Wren, 2016 Ark. 188, at 3, 491 S.W.3d 124, 126;
Pulaski Cty. v. Ark. Democrat-Gazette, Inc., 370 Ark. 435, 439, 260 S.W.3d 718,
720 (2007). On review of an issue of statutory interpretation, this Court is not
bound by the decision of the circuit court. Fox v. Perroni, 358 Ark. 251, 256, 188
S.W.3d 881, 885 (2004) (citing Bryant v. Weiss, 335 Ark. 534, 983 S.W.2d 902
(1998)). A circuit court’s factual findings that underpin its legal conclusions are

reviewed under an abuse-of-discretion standard. Ark. Lottery Comm’n v. Alpha
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Mktg., 2013 Ark. 232, at 6, 428 S.W.3d 415, 419 (citing Ark. Dep’t of Envtl.
Quality v. Oil Producers of Ark., 2009 Ark. 297, at 5, 318 S.W.3d 570, 572-73).

Courts liberally interpret the FOIA in favor of disclosure. Fox, 358 Ark. at
256, 188 S.W.3d at 885. But courts should also remain “aware of the need for a
balancing of interests to give effect to what we perceive to be the intent of the
General Assembly.” Pulaski Cty., 370 Ark. at 440, 260 S.W.3d at 721. “In doing
s0, a common sense approach must be taken.” Id. (citing Bryant v. Mars, 309 Ark.
480, 830 S.W.2d 869 (1992)). In any event, this case is not about the interpretation
of the FOIA, but rather about the interpretation of certain provisions of the Method
of Execution Act passed by the General Assembly in 2015. See Ark. Act 1096 of
2015.

II. The lethal-drug information requested by Shults is confidential
and not subject to disclosure.

On the undisputed facts, disclosure of lethal-drug package inserts and labels
would identify or lead to the identification of sellers or suppliers of those drugs in
violation of the Method of Execution Act, Ark. Code Ann. § 5-4-617(i)(2)(B). The
circuit court took judicial notice that, manufacturers are “sellers” or “suppliers” in
the chain of distribution. This Court should hold, as a matter of law, that
manufacturers therefore fall within the plain terms of the MEA’s confidentiality

provisions. Interpreting the confidentiality provisions of the MEA to include
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manufacturers, moreover, comports with both legislative intent and public policy.
Given the specific confidentiality afforded this information under the MEA, it is
not subject to disclosure under the FOIA as a matter of law. This Court should

therefore reverse the decision of the circuit court and dismiss.

A. The Method of Execution Act expressly requires the ADC to
maintain the confidentiality of lethal drug sellers and suppliers.

This Court applies rules of statutory construction in order to “give effect to
the intent of the legislature.” Hammerhead Contracting, 2016 Ark. 162, at 7, 489
S.W.3d at 659. “The first rule of statutory construction is to construe a statute just
as it reads, giving the words their ordinary and usually accepted meaning.” Id. As
discussed below, the plain language of the MEA requires the ADC to maintain the
confidentiality of lethal drug sellers and suppliers.

The Arkansas General Assembly amended the Method of Execution Act in
2015, in part, “to address the problem of drug shortages.” Ark. Act 1096 of 2015,
§ 1(a). In addition to adopting a new drug protocol, Act 1096 included new
nondisclosure provisions providing that “[t]he department shall keep confidential
all information that may identify or lead to the identification of . . . [t]he entities
and persons who compound, test, sell, or supply the drug or drugs . . . for the
execution process.” Ark. Code Ann. § 5-4-617(1)(2)(B). The act permits the

ADC to disclose package inserts and labels for bulk-manufactured, FDA-approved
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drugs upon request, but only if “information that may be used to identify” a
“seller” or “supplier” “is redacted and maintained as confidential.” Ark. Code

Ann. § 5-4-617()-(G)(1). Thus, when construing the statute just as it reads, it

clearly affords confidentiality to any seller or supplier of lethal-injection drugs.

B. Manufacturers “sell” and “supply” lethal drugs in the
distribution chain.

As discussed above, the confidentiality provisions in the MEA are broadly
worded to apply to any seller or supplier of lethal drugs. See Ark. Code Ann. § 5-
4-617(1)(2)(B) & (j)(1). The MEA does not define the terms “seller” or “supplier,”
so this Court affords those words their ordinary and usually accepted meaning.
Hammerhead Contracting, 2016 Ark. 162, at 7, 489 S.W.3d at 659. According to
Black’s Law Dictionary, a “seller” is “[o]ne who sells anything” and a “supplier”

is a “party supplying services or goods.” See http://thelawdictionary.org/seller/

and http://thelawdictionary.org/supplier/ (last visited Oct. 4, 2017). And this Court

has recognized for well over a century that manufacturers “sell” or “supply” their
products in the stream of commerce. See, e.g., Mosley Mach. Co. v. Gray Supply
Co., 310 Ark. 214, 833 S.W.2d 772 (1992) (discussing implied duties and
warranties running from ‘“the manufacturer-seller in a sales contract” to the
purchaser); Crow v. Fones Bros. Hardware Co., 176 Ark. 993, 4 S.W.2d 904

99 ¢

(1928) (using terms “manufacturer,” “seller,” and “supplier” interchangeably);
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Jeffries v. State, 52 Ark. 420, 12 S.W. 1015 (1890) (holding that, “as in all
commercial transactions, [a] manufacturer may sell by his agents”).

Under the plain meaning of the MEA, a drug manufacturer is a seller or
supplier in the lethal-drug distribution chain. Public records available here in
Arkansas—filed by some of the manufacturers of Arkansas’s lethal drugs, no
less—demonstrate that lethal-drug manufacturers “sell” or “supply” them to
distributors and place the drugs into the stream of commerce. See infra Part I1.D.
Indeed, the circuit court below took judicial notice that drug manufacturers sell or
supply their products in commerce. (Ab. 6). As a result, this Court should conclude
as a matter of law that drug manufacturers are sellers and/or suppliers within the

scope of the MEA’s confidentiality provisions.

C. The State’s interpretation of the statute gives full effect to all of its
provisions and is consistent with legislative intent.

In construing any statute, this Court places it beside other relevant
provisions and “ascribe[s] meaning and effect to be derived from the whole.” State
v. Colvin, 2013 Ark. 203, at 7, 427 S.W.3d 635, 640. “Statutes relating to the same
subject must be construed together and in harmony, if possible.” Id. The stated
purpose of Act 1096 was to help remedy the problem of lethal-drug shortages.
Ark. Act 1096 of 2015, § 1(b). To that end, the legislature afforded complete

confidentiality to drug sellers and suppliers as well as entities and persons who
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compound and test drugs (along with others involved in the execution process).
Ark. Code Ann. § 5-4-617(1)(2) & (j). While the MEA does contemplate
disclosure of redacted package inserts and labels for drugs made by FDA-approved
manufacturers (which includes the midazolam at issue here), that disclosure
provision mandates that the ADC “redact[] and maintain[] as confidential” all
“information that may be used to identify” any “seller” or “supplier.” Ark. Code
Ann. § 5-4-617()-G)(1).

As established by the affidavits of ADC Deputy Director Rory Griffin, the
only way to reconcile the MEA’s mandatory confidentiality and disclosure
provisions under the undisputed facts of this case is for the ADC to decline
disclosure altogether of package inserts and labels for its recently-acquired
midazolam. Based on recent experience, ADC knows that any disclosure short of
complete and wholesale redaction would lead to the identification of the seller or
supplier of the ADC’s midazolam based on the unique format, style, diction, font,
organization, grammar, spelling, size, shape, coloring, and appearance of the
package insert and label in the ADC’s possession. (Add. 34-36, 107-09). It is an
undisputed fact in this case that news reporters published the names of lethal-drug
manufacturers—including the manufacturer of ADC’s previous supply of
midazolam—despite the ADC’s redaction of all of the obvious identifying

information on the package inserts and labels (such as manufacturer name, logo,
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address, and the like). (Add. 12, 34, 107-08). That prior experience demonstrates
that it is simply not possible for the ADC to redact the requested package insert
and label of the midazolam in a way that would protect the confidentiality of the
seller or supplier of the drug as required by the MEA. The ADC’s interpretation is
the only possible way to reconcile the various MEA provisions on the undisputed

facts of this case.

D. As a matter of public policy, lethal-drug confidentiality provisions
should apply to all sellers and suppliers in the chain, including the
original manufacturers.

Public policy is best served by an interpretation of the MEA’s confidentiality
provisions that includes manufacturers. In sustaining the constitutionality of the
MEA’s confidentiality provisions in Kelley v. Johnson, the Court observed that the
General Assembly has declared, as a matter of public policy, that capital murder
may be punishable by death. 2016 Ark. 268, at 26, 496 S.W.3d 346, 363, cert.
denied sub nom. Johnson v. Kelley, 137 S. Ct. 1067 (2017). The Court also
recognized that the State “has a legitimate interest in carrying out a sentence of
death in a timely manner,” and the General Assembly adopted the confidentiality
provisions of the MEA “[i]n aid of that process.” Kelley, 2016 Ark. 268, at 26, 496
S.W.3d at 363 (quoting Baze v. Rees, 553 U.S. 35, 61 (2008)). This Court should
similarly interpret the MEA’s confidentiality provisions in this case with that
public policy in mind.
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The Kelley v. Johnson Court specifically noted the “undisputed affidavits”
offered by the ADC in that case that “demonstrate[d] ADC’s own obstacles to
acquiring the drugs and the unwillingness of suppliers to sell the drugs to a
department of correction.” Id. at 25, 496 S.W.3d at 362. It was an undisputed fact
in Johnson that the ADC’s supplier of the drugs it had at that time “agreed to
provide them only on the condition of anonymity, and that supplier is no longer
inclined to sell the drugs to ADC.” Id. The undisputed evidence in that case also
established “that manufacturers prohibit distributors from selling the drugs to
departments of correction.” Id. This Court observed that, “[g]iven the practical
realities of the situation,” public disclosure of the identity of suppliers of drugs for
lethal injections would frustrate the State’s ability to carry out lawful sentences.
Id. at 25-26, 496 S.W.3d at 362-63. The Court noted further that “[t]he General
Assembly has determined that there is a need for confidentiality” and “[t]he
question whether the enactment is wise or expedient is a matter exclusively for the
General Assembly to decide.” Id. at 26, 496 S.W.3d at 363.

Public records in another case filed by the prisoners demonstrate why the
broadest possible construction of the MEA’s confidentiality provisions is required
to protect the ADC’s lethal-drug supply. In a subsequent challenge to the MEA
brought by the same prisoners in Johnson in a federal-court case styled Jason

McGehee, et al. v. Asa Hutchinson, et al., in the U.S. District Court for the Eastern
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District of Arkansas, Case No. 4:17-cv-00179-KGB, two lethal-drug manufacturers
sought leave to file an amicus brief in support of the prisoners’ case. See Mtn. for
Leave by Fresenius Kabi USA, LLC, and West-Ward Pharmaceuticals Corp. (Apr.
13, 2017) in Case No. 4:17-cv-00179-KGB (DE 42). In their supporting brief, the
manufacturers objected to the State of Arkansas’s use of their drugs in lethal
injections “despite the Manufacturers’ implementation of distribution protocols to
prevent this[.]” Id., DE 43 at 2.

Fresenius Kabi, which manufactures most of the potassium chloride in the
United States, averred that “[i]f the State of Arkansas has obtained Fresenius Kabi-
manufactured potassium chloride to use in capital punishment—as appears to be
the case—it would have been contrary to and in violation of the company’s
contractual supply-chain controls.” Id. at 4. Fresenius Kabi specifically referenced
(and attached as an exhibit to its federal-court filing) a redacted label and package
insert previously produced by the ADC in response to FOIA requests to show that
the ADC’s potassium chloride “originated from Fresenius Kabi[.]” 1d.

West-Ward explained that it appeared to be the manufacturer of the State’s
midazolam based on another redacted label and package insert previously
disclosed by the ADC. Id. at 5. Like Fresenius Kabi, West-Ward detailed the
various efforts it has undertaken to keep its drugs out of the hands of departments

of correction for use in capital punishment, including the implementation of
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“distribution controls to ensure that the drugs are not used in connection with
lethal-injection protocols, including instructing that such medicines be sold only to
pre-authorized customers who agree not to sell them to departments of correction,
other entities that intend to use them for lethal injection, secondary distributors, or
retail pharmacies.” Id. West-Ward complained that the ADC’s acquisition of its
midazolam for use in capital punishment violated those “contractual controls.” /d.
at 5-6.

An interpretation of the MEA’s confidentiality provisions in a way that
includes drug manufacturers would further the express purpose of the MEA—to
help the ADC acquire the drugs that are necessary for it to perform its legal duty
and carry out lawful sentences. Absent such an interpretation, drug manufacturers
will continue to be publicly identified in published news reports and will continue
to interject themselves into litigation in an effort to halt the State’s use of their
drugs for capital punishment. In addition, public pressure from anti-death-penalty
advocates likely would lead manufacturers to implement even more distribution
controls that would, as a practical matter, make it impossible for the State to
acquire the drugs in its lethal-injection protocol. See Glossip v. Gross, 135 S. Ct.
2726, 2733 (2015) (discussing the “practical obstacle” to lethal injection that
emerged when “anti-death-penalty advocates pressured pharmaceutical companies

to refuse to supply the drugs used to carry out death sentences”). This Court
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should not sanction such a result, which would obliterate the stated purpose for the

MEA’s confidentiality provisions.

E. The confidentiality provision in the Method of Execution Act
trumps the FOIA.

The intent of the General Assembly in adopting broad confidentiality
provisions in Act 1096 of 2015 would be thwarted if the ADC is forced to disclose
package inserts and labels that identify lethal-drug sellers and suppliers in response
to FOIA requests. Both the MEA and the FOIA govern disclosure of public
records in response to citizen requests, so they are in pari materia and must be
construed harmoniously, if capable of reconciliation. Bd. of Trustees for the City of
Little Rock Police Dep’t Pension & Relief Fund v. Stodola, 328 Ark. 194, 200, 942
S.W.2d 255, 258 (1997).

The MEA is a specific statute that concerns the disclosure of lethal-drug
package inserts and labels in response to citizen requests. Ark. Code Ann. § 5-4-
617(3)(1). The FOIA relates to disclosure of public records generally. See Ark.
Code Ann. §§ 25-19-101 et seq. “A general statute must yield when there is a
specific statute involving the particular subject matter.” Stodola, 328 Ark. at 201,
942 S.W.2d at 258. In addition, the fact that Act 1096’s confidentiality and
disclosure provisions were enacted in 2015, long after the FOIA, is a factor to

which this Court has given credence in statutory interpretations. [Id. (citing
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Donoho v. Donoho, 318 Ark. 637, 639, 887 S.W.2d 290, 291 (1994); Moore v.
McCuen, 317 Ark. 105, 876 S.W.2d 237 (1994); Uilkie v. State, 309 Ark. 48, 827
S.W.2d 131 (1992)).

Under these principles of statutory construction, this Court should reverse
the trial court’s decision that the lethal-drug package inserts and labels requested
by Shults are subject to disclosure under the FOIA. While both the MEA and the
FOIA deal with disclosure of public records, when the records requested relate to
lethal-injection drugs (or other information covered by the MEA), § 5-4-617(j)(1)
controls. See id. The clear intent behind § 5-4-617, as expressed by the General
Assembly’s legislative findings in Section 1 of Act 1096 of 2015, is to address the
problem of lethal-drug shortages by affording confidentiality to all participants in
the process, including drug sellers and suppliers. Section 5-4-617 is the more
specific, and the more recent, statute governing disclosure of records regarding
lethal-injection drugs. It therefore controls under longstanding precedent, and the

circuit court reversibly erred in concluding otherwise.

F. Even if the identity of lethal-drug manufacturers is not
confidential under the Method of Execution Act, the ADC still
must redact certain information from drug labels to protect the
confidentiality of other sellers and suppliers in the chain of
distribution.

The MEA expressly requires the ADC to maintain confidentiality of “all

information that may identify or lead to the identification of” the “entities and
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persons” who sell or supply lethal drugs. Ark. Code Ann. § 5-4-617(1)(2)(B). And
the MEA also requires “information that may be used to identify” sellers or
suppliers to be “redacted and maintained as confidential” prior to responding to
public records requests. Ark. Code Ann. § 5-4-617(j)(1). Regardless of whether
the MEA renders confidential information about a drug manufacturer, it cannot be
honestly disputed that, at the very least, § 5-4-617(1)(2)(B) and (j) require
redaction of any information on a drug label or package insert that could
potentially lead to the identification of the seller or supplier of the drug.

The circuit court’s order violates the MEA’s mandatory confidentiality
provisions by compelling disclosure of unique identifying information on lethal-
drug labels. (Add. 135). As Griffin’s undisputed testimony established—which the
circuit court credited and agreed with at the FOIA hearing (Ab. 24-26)—those
labels contain information such as lot, batch, and/or control numbers that may be
used to identify ADC'’s seller and/or supplier (Add. 109). As a result, that unique
identifying information is absolutely confidential and cannot be disclosed pursuant
to the MEA, Ark. Code Ann. § 5-4-617(1)(2)(B) and (j).

Federal law supports this conclusion. FDA regulations require that lot
numbers, control numbers, and/or batch numbers on drug labels reveal “the
complete history of the manufacture, processing, packing, holding, and

distribution of a batch or lot of drug product[.]” 21 C.F.R. § 210.3(b)(11)
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(emphases added). Federal law also requires all drug manufacturers, repackagers,
wholesale distributors, and dispensers in the pharmaceutical distribution supply
chain to use these unique product identifiers on each drug label and to provide
transaction information, transaction history, and a transaction statement for each
transaction in commerce. 21 U.S.C. § 360¢cce-1; see also 21 C.F.R. § 211.130(c)
(requiring drug labels to identify the product with a lot or control number “that
permits determination of the history of the manufacture and control of the batch™).

The circuit court’s order compelling ADC to disclose lethal-drug lot and
batch numbers ignores the undisputed facts and federal law. The evidence before
the circuit court demonstrated that disclosure of the lot and batch numbers on the
lethal-injection drug label at issue here would allow the recipient to track the
product through the stream of commerce. Thus, on the undisputed facts and in
light of federal drug-labeling laws, it is very likely that manufacturers and/or their
wholesalers could use these numbers to identify the seller or supplier that provided
the midazolam to ADC.

On de novo review, this Court should reverse the circuit court’s unnaturally
narrow interpretation of the MEA’s confidentiality provisions. The circuit court
reasoned that lot and batch numbers are not confidential under the MEA because
the legislature did not specifically protect that information. (Ab. 29). But that

ruling ignores the plain language of the MEA, which twice forbids disclosure of
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information that may lead to identification of sellers and suppliers. Ark. Code
Ann. § 5-4-617(1)(2) and (j). Because the statute broadly protects not only
information that actually identifies a seller or supplier, but also information that
may allow someone to identify a seller or supplier, this Court should reverse the
circuit court’s order compelling disclosure of lot and batch numbers. These indicia
should plainly be redacted as confidential under the MEA prior to any disclosure of

a drug label.

Conclusion
For the foregoing reasons, the Court should reverse and dismiss. Lethal-
drug package inserts and labels identify sellers or suppliers and are confidential
under the MEA. Such documents are not subject to disclosure under the FOIA. At
a minimum, the Court should reverse the circuit court’s order requiring

disclosure of lot and batch numbers on lethal-drug labels.
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