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PLAINTIFFS’ MOTION FOR PRELIMINARY INJUNCTION  

 
Pursuant to Federal Rule of Civil Procedure 65(a), Plaintiffs Eli Lilly and Company and 

Lilly USA, LLC (collectively, “Lilly”) hereby moves this Court for a preliminary injunction 

barring Defendants, as well as their officers, agents, employees, attorneys, and all persons in active 

concert or participation with them who receive actual notice of the Order, from implementing or 

enforcing against Lilly the Administrative Dispute Resolution Regulation published at 85 Fed. 

Reg. 80,632 and codified at 42 C.F.R. §§ 10.20-24.  This Motion is based upon all the files, 

records, and proceedings herein, including the accompanying memorandum of law and supporting 

declarations, as well as any evidence that may be submitted at a hearing on the motion.  Lilly 

requests that the Court require no security because Defendants will suffer no injury from the 

issuance of a preliminary injunction. 
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INTRODUCTION 

In setting up the 340B Drug Pricing Program (“340B Program” or “Program”), under 

which pharmaceutical manufacturers must offer certain hospitals and clinics known as “covered 

entities” deeply discounted pricing as a condition of participating in certain Medicare and 

Medicaid programs, Congress recognized the potential for abuse if other, attenuated entities could 

demand the discounted pricing solely intended to aid the needy.  Congress thus made clear that 

only the covered entities—a narrow class of 15 specifically enumerated types of non-profit 

healthcare providers—could demand these steep discounts, and the agencies responsible for 

administering the Program followed that construct for nearly three decades.  But all of that is out 

the window now, as those same agencies have permitted big-business “contract pharmacies” to 

hijack this carefully circumscribed program and siphon from it hundreds of millions of dollars in 

profit, all at the expense of the very individuals the Program was intended to serve, as well as 

manufacturers, insurers, and patients who all now subsidize the pharmacies’ profits. 

Despite nothing changing in the statute about the limitations regarding covered entities, the 

U.S. Department of Health and Human Services (“HHS”) recently concluded that manufacturers 

must offer 340B discounts not just to covered entities, but also to those for-profit pharmacies that 

appear nowhere on Congress’s list and that rarely (if ever) pass along substantial savings to 

patients.  Worse still, after sitting on its hands for nearly a decade despite a congressional mandate 

to act within six months, HHS has now published and put into effect a final rule requiring an 

unconstitutional “administrative dispute resolution” process for 340B pricing disputes between 

manufacturers and covered entities.  That rule flagrantly violates the United States Constitution in 

at least two ways.  First, it empanels decision-makers to act as “principal” Executive officers 

without appointment by the President and confirmation by the Senate, in violation of Article II’s 

Appointments Clause.  Second, it vests those decision-makers with the power to adjudicate 
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disputes involving private rights and issue final judgments for money damages and equitable relief, 

usurping the exclusive power of the judiciary, in violation of Article III.  What is more, the final 

rule creates a decidedly one-sided process that stacks the deck against manufacturers, all through 

a hasty enactment by HHS that flouted the procedural requirements of notice and comment. 

None of that is remotely consistent with the Administrative Procedure Act (“APA”), let 

alone the Constitution.  And all of it is currently causing Plaintiffs Eli Lilly and Company and 

Lilly USA, LLC (together, “Lilly”) irreparable harm that will only get worse with time.  Although 

Lilly continues to offer all covered entities all 340B discounts as the statute requires, and even 

continues to allow covered entities that lack an in-house pharmacy to partner with outside contract 

pharmacies to ensure that patients can get access to the medicines they need, Lilly will not offer 

such discounts to for-profit contract pharmacies as a general rule.  In response, covered entities 

and their pharmacy partners have rushed to ask the decision-makers presiding over this dubious 

scheme to penalize Lilly to the tune of billions of dollars, including the potential loss of Lilly’s 

ability to participate in Medicaid and Medicare Part B at all—all before Lilly even has its day in 

court.  The issues in this case thus go to the core of our constitutional system, and the need for a 

preliminary injunction preventing the enforcement of this regime could not be clearer. 

STATEMENT OF FACTS 

I. The 340B Program And Contract Pharmacies 

A. Congress Establishes the 340B Program to Benefit the Needy. 

In 1992, Congress established a drug-discount regime called the 340B Program, named for 

Section 340B of the Public Health Service Act.  See Pub. L. No. 102-585, § 602(a), 106 Stat. 4943, 

4967.  As explained below, the 340B Program requires pharmaceutical manufacturers to provide 

steep discounts on their products to certain “covered entities” that serve disadvantaged 

populations.  See 42 U.S.C. § 256b(a).  The purpose of the 340B Program was to “reduce 
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pharmaceutical costs for safety-net medical providers and the indigent populations they serve” by 

“creat[ing] a low-cost source of pharmaceutical medication for the indigent patients themselves.”  

Connor J. Baer, Drugs for the Indigent: A Proposal to Revise the 340B Drug Pricing Program, 57 

WM. & MARY L. REV. 637, 638 (2015); see H.R. Rep. No. 102-384 (II), at 12 (1992) (340B 

“provides protection from drug price increases to specified Federally-funded clinics and public 

hospitals that provide direct clinical care to large numbers of uninsured Americans”). 

An important obligation under the Program is known as the “must offer” requirement.  

Under 42 U.S.C. § 256b(a)(1), pharmaceutical manufacturers participating in the Program must 

“offer each covered entity covered outpatient drugs for purchase at or below the applicable ceiling 

price if such drug is made available to any other purchaser at any price.”  The resulting 340B 

“ceiling prices,” which are calculated according to a prescribed statutory formula, see id. 

§ 256b(a)(1), (a)(4), (b)(1), are significantly lower than what other purchasers would pay and can 

even be as low as one penny per pill.  The Program thus requires pharmaceutical manufacturers, 

under certain narrow and carefully defined circumstances, to give their property to other private 

parties without receiving equivalent compensation. 

Manufacturers have no real option but to participate in the 340B Program.  Under federal 

law, they cannot receive coverage or reimbursement for their products under Medicaid and 

Medicare Part B unless they “opt into” the 340B Program.  Astra U.S.A., Inc. v. Santa Clara Cnty., 

563 U.S. 110, 113 (2011).  That is no choice at all, since Medicaid and Medicare not only “touch[] 

the lives of nearly all Americans,” Azar v. Allina Health Servs., 139 S. Ct. 1804, 1808 (2019), but 

contribute a significant portion of manufacturers’ annual revenues.  See Astra, 563 U.S. at 113. 

To enter the Program, manufacturers are required to sign a form contract with HHS known 

as the Pharmaceutical Pricing Agreement (“PPA”).  Id.; see 42 U.S.C. § 1396r-8(a)(1), (5).  A PPA 
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is not an ordinary contract.  PPAs are entirely composed by HHS, “have no negotiable terms,” and 

“simply incorporate statutory obligations and record the manufacturers’ agreement to abide by 

them.”  Astra, 563 U.S. at 118.  “The statutory and contractual obligations, in short, are one and 

the same.”  Id.  The government may terminate a PPA—and with it a manufacturer’s ability to 

receive coverage and reimbursement under Medicare and Medicaid—if it determines that a 

manufacturer has failed to comply with its 340B obligations.  See 42 U.S.C. 1396r-8(b)(4)(B)(v); 

61 Fed. Reg. 65,406, 65,412-65,413 (Dec. 12, 1996); PPA §§ IV(c), VI(c). 

Cognizant of the constitutional limits on forcing private parties to effectively subsidize 

other private parties, however, Congress took pains to define the universe of “covered entities” 

narrowly.  The 340B statute not only defines the term to include only 15 specifically enumerated 

types of non-profit healthcare providers (such as Federally Qualified Health Centers, non-profit 

children’s hospitals, and other non-profit healthcare clinics serving similar populations), but makes 

clear that only these specifically enumerated types of entities are entitled to 340B discounts.  See 

42 U.S.C. § 256b(a)(4).  Entities not included on Congress’s list of covered entities, such as for-

profit hospitals or big businesses like Walgreens and CVS, thus have no legal basis to demand 

prescription medications or other product from manufacturers at 340B prices.  See id. 

In addition to narrowly circumscribing the universe of private parties eligible to demand 

discounts from manufacturers, Congress also imposed protections designed to prevent covered 

entities from abusing their special discount.  Congress first prohibited covered entities from 

requesting “duplicate discounts or rebates,” id. § 256b(a)(5)(A), which means that covered entities 

may not request both a 340B discount and a Medicaid rebate for the same drug.  And to help ensure 

that covered entities and others do not inappropriately benefit from the opportunity of 340B price 

arbitrage, Congress further forbade any “covered entity” from engaging in “diversion,” i.e., the 
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practice of “resell[ing] or otherwise transfer[ring]” a covered outpatient drug “to a person who is 

not a patient of the entity.”  Id. § 256b(a)(5)(B).  In other words, covered entities may not transfer, 

sell, or otherwise arbitrage the discounted drugs to any person or entity except their own patients. 

B. Defendants Unlawfully Expand the 340B Program to Protect For-Profit 
“Contract Pharmacies” Not Covered by the Statute. 

Congress gave HHS specific, but limited, authority to implement and administer the 340B 

Program.  (HHS, in turn, has delegated these responsibilities to the Health Resources and Services 

Administration (“HRSA”).)  HHS must notify manufacturers of the identity of covered entities, 

see id. § 256b(a)(9), monitor diversion by covered entities, see id. § 256b(d)(1)(B)(vi), and audit 

both covered entities and manufacturers, see id.  But Congress did not give HHS any substantive 

rulemaking authority to define, much less expand, the narrow scope of the 340B Program itself.  

Instead, Congress carefully confined HHS’s limited 340B rulemaking authority to three specific 

areas: (1) establishing an administrative dispute resolution (“ADR”) process to resolve disputes 

between manufacturers and covered entities; (2) issuing standards for calculating 340B ceiling 

prices; and (3) imposing monetary penalties for overcharging covered entities.  Pharm. Research 

& Mfrs. of Am. v. U.S. Dep’t of Health & Human Servs., 43 F. Supp. 3d 28, 41 (D.D.C. 2014); see 

42 U.S.C. § 256b(d)(1)(B)(vi).  Defendants thus have no lawful authority to expand the universe 

of“covered entities” that may demand to receive 340B discounts. 

For the first few years of the Program, covered entities purchased and dispensed 340B 

drugs exclusively through in-house pharmacies.  But in 1996, HRSA began allowing covered 

entities that lacked an in-house pharmacy to contract with an outside pharmacy to dispense 340B 

drugs to the covered entity’s patients.  See 61 Fed. Reg. 43,549 (Aug. 23, 1996).  That guidance 

restricted covered entities to just one contract pharmacy, and—consistent with HRSA’s narrow 

authority—imposed no requirement on manufacturers to offer 340B discounts to those contract 
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pharmacies.  Then, in 2010, HRSA authorized covered entities to use as many contract pharmacies 

as they wanted, even if they have an in-house pharmacy.  See 75 Fed. Reg. 10,272 (Mar. 5, 2010).  

Again, though, HRSA made clear that this allowance imposed no requirement on manufacturers. 

Recently, however, the Defendants have behaved as if they do have the power to alter 

Congress’s design and expand the 340B Program beyond its carefully drawn limits.  Defendants 

have undertaken final agency action that requires manufacturers to offer 340B discounts to so-

called “contract pharmacies”—generally, large for-profit corporations like CVS and Walgreens 

that have contracted with covered entities.  Contract pharmacies neither appear on the statutory list 

of covered entities nor resemble any of the 15 categories of entities Congress enumerated.  Yet, on 

December 30, 2020, Defendants issued an “Advisory Opinion” that purports to “obligate” each 

“drug manufacturer in the 340B Program … to deliver its covered outpatient drugs to [ ] contract 

pharmacies and to charge … no more than the 340B ceiling price for those drugs” whenever a 

contract pharmacy purports to act as a covered entity’s common-law “agent.”  U.S. Dep’t of Health 

& Human Servs. Office of the General Counsel, Advisory Opinion 20-06 on Contract Pharmacies 

under the 340B Program, at 1 (Dec. 30, 2020), https://bit.ly/357nqfk (“December 30 Decision”) 

In issuing that decision, Defendants did not address the fact that the statute contemplates that 

certain third parties may step into the shoes of covered entities in limited circumstances, but 

contract pharmacies (which are retailers) are not among them.  See 42 U.S.C. § 256b(d)(3)(B)(vi) 

(trade “associations or organizations … of which the covered entities are members”); id. 

§ 256b(d)(1)(B)(v) (“wholesalers”); id. § 256b(d)(2)(B)(iv) (“distributors”). 

In addition to being ultra vires, Defendants’ decision to “obligat[e]” manufacturers to offer 

340B discounts to contract pharmacies is a terrible idea.  In 2018, the House Energy and Commerce 

Committee found that nearly half (and in some years more than half) of covered entities audited 
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by HRSA unlawfully sold or transferred 340B drugs to non-patients, in violation of the statutory 

prohibition on diversion.  See House Energy and Commerce Committee, Review of the 340B Drug 

Pricing Program, at 38 (Jan. 2018).  Adding contract pharmacies to the mix only exacerbates the 

problem.  Indeed, even HRSA has acknowledged that contract pharmacies violate the prohibitions 

on diversion and duplicate discounts at outsized and staggering rates.  See, e.g., HRSA, 340B 

Program Integrity, Audits of Covered Entity Results (Apr. 2020) (consistently finding dozens of 

instances of diversion involving contract pharmacies each year, even though HRSA audits fewer 

than 200 total entities annually), https://bit.ly/3fcAALF; see also GAO, Discount Drug Program: 

Federal Oversight of Compliance at 340B Contract Pharmacies Needs Improvement, GAO-18-

480, at 10-13 (June 2018), https://bit.ly/3kJ7eGa; GAO, Manufacturer Discounts in the 340B 

Program Offer Benefits, But Federal Oversight Needs Improvement, GAO-11-836, at 28 (Sept. 

2011), https://bit.ly/2JvWKgJ.  Making matters worse, the government has consistently found that 

“large numbers of low-income patients” do not receive any discounts when they acquire drugs 

through contract pharmacies.  H.R. Rep. No. 102-384, at 10.  Rather, “uninsured patients” typically 

“pay the full non-340B price for their prescription drugs at contract pharmacies,” HHS-OIG, 

Memorandum Report: Contract Pharmacy Arrangements in the 340B Program, OEI-05-13-

00431, at 2 (Feb. 2014), https://bit.ly/2LwZrzl, even when they are fully eligible for 340B 

discounts and even when the contract pharmacy is purporting to act as a covered entity’s agent. 

These abuses should surprise no one.  The 340B Program is the rare federal program under 

which one private party directly obtains another’s property (here, the manufacturer’s drugs) below 

the market price.  And decades of experience have proven that the discounts manufacturers must 

offer to covered entities far too often fail to translate into savings for the vulnerable and uninsured; 

instead, the discounts simply translate into profits for covered entities.  See Sunita Desai & J. 
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Michael McWilliams, Consequences of the 340B Drug Pricing Program, 378 N. ENGL. J. MED. 

539, 539 (Feb. 8, 2018) (concluding that covered entities’ “[f]inancial gains have not been 

associated with clear evidence of expanded care … [for] low-income patients”).  Adding contract 

pharmacies into the mix only makes things worse.  After all, whereas covered entities are at least 

nominally non-profit, contract pharmacies are profit-maximizing enterprises with every incentive 

(and potentially even fiduciary obligations) to seize on all lawful opportunities to obtain other 

private parties’ goods without paying full price for them.  And, to be clear, contract pharmacies 

are under no legal obligation to pass on discounts to patients even when they purport to act as 

covered entity’s dispensaries.  Contract pharmacies can thus freely direct fungible money 

generated from the Program to any cause, including their own bottom lines, without accountability. 

And they have:  Since 2010, contract pharmacies have been “generat[ing] revenue” to the 

tune of hundreds of millions of dollars per year simply by “purchas[ing] covered outpatient drugs 

at the 340B Program price,” charging full or nearly full price, but nonetheless “receiving 

reimbursement from patients’ insurance that [ ] exceed the 340B prices paid for the drugs.”  GAO, 

340B Drug Discount Program: Increased Oversight Needed to Ensure Nongovernmental 

Hospitals Meet Eligibility Requirements, GAO-20-108, at 5 (Dec. 2019), https://bit.ly/34Vj6zK.  

A program intended to benefit the needy has thus become a profit engine for big businesses—and, 

worse still, one funded by patients paying exorbitant markups on deeply discounted drugs. 

In light of that experience, Defendants’ decision to double down on the mistaken course 

they began back in 2010, and to now force manufacturers to offer 340B discounts to an unlimited 

number of contract pharmacies, will only exacerbate the problem and further distort the Program—

and greatly increase the danger that, in practice, the Program will operate as a confiscatory regime. 

Case 1:21-cv-00081-SEB-MJD   Document 19   Filed 01/25/21   Page 18 of 47 PageID #: 377



 

9 

II. The ADR Rule 

A. Defendants Belatedly Propose, and then Withdraw, an ADR Regulation. 

Defendants have compounded their substantive distortion and misinterpretation of the 

340B Program by separately promulgating unconstitutional procedures to administer it.  In 2010, 

Congress amended the 340B statute to require HHS to promulgate regulations within 180 days 

establishing an ADR process for resolving 340B price disputes between covered entities and 

manufacturers.  See Patient Protection and Affordable Care Act, Pub. L. No. 111-148, § 7102(a), 

124 Stat. 119, 826-27 (2010) (codified at 42 U.S.C. § 256b(d)(3)).  HHS did not abide by the 180-

day deadline; in fact, it took HHS nearly six years to even issue a Notice of Proposed Rulemaking 

suggesting ADR procedures.  See Exh. A, 81 Fed. Reg. 53,381 (Aug. 12, 2016) (“NPRM”). 

The 2016 NPRM proposed to resolve ADR claims through three-member panels “chosen 

from a roster of eligible individuals alternating from claim to claim, and one ex-officio, non-voting 

member chosen from the staff of [HHS’s Office of Pharmacy Affairs].”  Id. at 53,382.  ADR panel 

members would be “Federal employees … with demonstrated expertise or familiarity with the 

340B Program,” and would be appointed by the HHS Secretary.  They also could be removed from 

a panel only “for cause,” id., by which the NPRM meant only a dispute-specific conflict of interest.  

Id.  The NPRM also proposed how these panels would adjudicate 340B price disputes.  ADR panel 

decisions would “be binding upon the parties involved,” there would be no administrative appeal 

process for these binding decisions, and there would be no opportunity for the HHS Secretary to 

oversee, review, or otherwise alter panel decisions; instead, panel decisions would remain binding 

“unless invalidated by an order of a court of competent jurisdiction.”  Id. at 53,383.  Importantly, 

however, the NPRM did not authorize ADR panels themselves to impose any specific remedies; 

it proposed only that ADR panel decisions “be submitted to [HRSA’s Healthcare Systems Bureau] 

to take enforcement action or apply sanctions, as appropriate.”  Id. 
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In October 2016, several manufacturers, including Lilly, filed timely comments pointing 

out several fundamental defects with the proposed rule.  See, e.g., Am. Compl. Exh. M (Comment 

of Eli Lilly and Co. on Proposed 340B Drug Pricing Program: Administrative Dispute Resolution 

(ADR) Process, Office of Mgmt. & Budget RIN 0906-AA90 (Oct. 11, 2016)).  Most relevant here, 

Lilly argued that, given their appointment by the HHS Secretary, the proposed ADR panelists 

would likely be driven by the desire to implement the agency’s policy goals, rather than simply 

exercise independent expert judgment.  Lilly thus recommended that HHS instead employ a neutral 

and disinterested adjudicator such as an administrative law judge (“ALJ”).  Id. at 8-10. 

After the close of the notice-and-comment period, the NPRM began appearing, with no 

changes made in response to manufacturer comments, on the Unified Agenda of Federal 

Regulatory and Deregulatory Actions (“Unified Agenda”), a semiannual compilation of 

information about federal regulations under agency development.  On August 1, 2017, however, 

the NPRM was summarily withdrawn from the Unified Agenda without explanation.  See Exh. B. 

B. Defendants Unlawfully Resurrect and Alter the ADR Rule. 

Three years passed, with no indication from HHS or HRSA that the ADR rulemaking 

remained pending.  The NPRM never appeared again on the Unified Agenda, and no new NPRM 

ever appeared in the Federal Register.  In fact, a HRSA official told a 340B-focused news 

publication in March 2020 that it had no plans to issue an ADR rule.  According to the official, 

“[i]t would be challenging to put forth rulemaking on a dispute resolution process when many of 

the issues that would arise for dispute are only outlined in guidance” that Defendants understood 

to be legally unenforceable.  Tom Mirga, HRSA: 340B Dispute Resolution Will Stay on Hold Until 

We Get Broader Regulatory Authority, 340B Report (Mar. 12, 2020), https://bit.ly/35kU6lw. 

That all changed when groups of covered entities filed multiple lawsuits seeking to compel 

Defendants to promulgate the long-overdue ADR rules.  See, e.g., Compl., Ryan White Clinics for 
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340B Access v. Azar, No. 20-cv-2906 (D.D.C. Oct. 9, 2020), Dkt. 1.  In the face of this mounting 

litigation pressure, Defendants abruptly published a final rule in December—without providing 

any advance notice or opportunity for public comment, including on any of the developments in 

the intervening six years.  Exh. C, 85 Fed. Reg. 80,632 (Dec. 14, 2020) (“ADR Rule”). 

This hastily issued rule rectifies none of the defects in the NPRM, and in many cases 

exacerbates them.  The ADR Rule creates panels of HHS employees whose work is not subject to 

supervision by any Senate-confirmed officer, rather than assign ALJs to adjudicate disputes.  It 

establishes a Board of “at least six members appointed by the [HHS] Secretary”—two each from 

HRSA, the Centers for Medicare and Medicaid Services (“CMS”), and the HHS Office of the 

General Counsel (“OGC”), plus one non-voting, ex-officio Board member selected from the staff 

of the HRSA Office of Pharmacy Affairs (“OPA”)—and provides that each panel will consist of 

one member drawn from each voting group.  Id. at 80,634.  It insulates these panels’ judgments 

from review by any superior (much less Senate-confirmed) Executive Branch official.  Id. at 

80,640-41.  It makes no provision for any Board member’s removal from the Board, providing 

only that panelists can be removed from a panel “for cause,” with “a conflict of interest” in a 

particular dispute listed as the only grounds for removal from a panel.  And while it recognizes 

that commenters had raised concerns that such a system would result in biased decisionmaking, it 

cursorily brushes these concerns aside, simply noting that the panels “are uniquely situated to 

handle the complexities of the 340B Program and related disputes,” and that the ex-officio Board 

member “would not exercise undue influence over the three voting members.”  Id. at 80,634-35. 

The ADR Rule also grants each panel facsimiles of nearly every power enjoyed by federal 

judges.  Panels may “determine, in [their] own discretion, the most efficient and practical form of 

the ADR proceeding.”  Id. at 80,645.  They may require “submission of additional information,” 
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and they have discretion to choose from an array of formidable sanctions (including entry of 

judgment) if they conclude their instructions were not complied with.  Id.; see 42 C.F.R. § 10.22(c).  

They also have “discretion in admitting evidence and testimony,” and even apply the Federal Rules 

of Civil Procedure and Federal Rules of Evidence.  85 Fed. Reg. at 80,641; see 42 C.F.R. § 10.23.  

That said, while the ADR Rule permits covered entities to request discovery from covered entities 

and permits panels to issue requests to either side, it is one-sided; it does not include any express 

provision allowing discovery by manufacturers.  See 42 C.F.R. § 10.22(a)-(b).  Finally, the ADR 

Rule vests the panels with “jurisdiction to resolve all issues underlying any claim or defense, 

including, by way of example, those having to do with covered entity eligibility, patient eligibility, 

or manufacturer restrictions on 340B sales that the 340B ADR Panel deems relevant for resolving 

an overcharge, diversion, or duplicate discount claim.”  85 Fed. Reg. at 80,636.   

Perhaps most striking of all, although the NPRM was silent on the issue, the ADR Rule 

provides that panels can resolve claims and issue self-executing judgments for “money damages,” 

as well as other unspecified “equitable relief” sought by disgruntled litigants—not leaving it to the 

agency to take subsequent enforcement action, as contemplated by the NPRM.  Id. at 80,633.  That 

relief may or may not include injunctions, or even preliminary injunctions; yet one of the first 

“complaints” submitted to HHS purports to request preliminary injunctive relief, without any 

involvement whatsoever by an Article III court.  See Exh. D.  Despite the sweeping grant of 

authority, the Rule does not purport to authorize de novo review by an Article III court.  Instead, 

it says only that review may be available under the APA and that “[t]he form of judicial review for 

340B ADR Panel decisions is beyond the scope of this final rule.”  85 Fed. Reg. at 80,642. 

Predictably, the attempt to give HHS employees the powers of federal judges without 

plenary supervision from either an Article III court or any Senate-confirmed principal officer has 
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already led to fundamental unfairness.  The ADR Rule states that it will be for a “panel” to decide 

“whether a pharmacy is part of a ‘covered entity.’”  Id. at 80,633.  Yet HHS’s OGC, a panel 

member, has already dictated the answer in its December 30 Decision obligating manufacturers to 

provide discounts to an unlimited number of contract pharmacies—and it did so before a single 

ADR petition was filed and before any manufacturer even had the opportunity to be heard.  What 

is more, and not coincidentally, under the ADR Rule a panel decision requiring manufacturers to 

offer 340B discounts to contract pharmacies will carry binding force:  In a striking departure from 

the NPRM, the final Rule provides that panel decisions are “binding” on the parties and 

“precedential” in future adjudications unless invalidated by a federal court.  85 Fed. Reg. at 80,641. 

III. The ADR Floodgates Open, And Put Lilly In An Untenable Position 

In light of the gross program abuses that gradually expanded after HHS’s 2010 contract 

pharmacy guidance permitted an unlimited use of contract pharmacies, coupled with the potential 

for civil monetary penalties for each 340B transaction, Lilly ultimately announced that it was 

“discontinu[ing] [its] practice of voluntarily honoring requests for 340B ‘contract pharmacies’ for 

orders on all Lilly products.”  Am. Compl. Exh. F (August 19, 2020 Ltr. from Lilly to HRSA); see 

Am. Compl. ¶¶ 77-97.  Even though Lilly made clear that it will continue to honor contract 

pharmacy orders when a covered entity lacks an in-house pharmacy (and thus needs to partner 

with an outside contract pharmacy to dispense outpatient drugs) or wholly owns the outside 

pharmacy (and thus can assure compliance),  Lilly immediately began receiving threats from 

covered entities upon making its announcement, including from some of the entities that ultimately 

filed suit against the government seeking to force the promulgation of a final ADR rule. 

Now those chickens are about to come home to roost.  On January 12, 2021—the day 

before the ADR Rule went into effect—HRSA posted a new webpage about the ADR process 

inviting “[s]takeholders” to “begin submitting petitions.”  Exh. E; see also 42 C.F.R. § 10.21(a).  
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Covered entities immediately began to do so, seeking all forms of relief—including preliminary 

injunctive relief nowhere contemplated in the statute—relying on the December 30 Decision as 

their central authority.  See, e.g., Exh. D.  This is just the beginning:  Hundreds of covered entities 

and their trade associations have threatened to take legal action against Lilly since it announced it 

would no longer provide 340B-discounted drugs to a limitless number of contract pharmacies.  For 

example, by letter dated September 28, 2020, law firm Hall, Render, Killian, Heath & Lyman, 

P.C., threatened legal action on behalf of a list of 168 covered entities, a list the law firm soon 

expanded to include 226 covered entities.  See Exhs. 1, 4 to Decl. of Derek L. Asay, hereto attached 

as Exh. G.  Other covered entities have done the same.  See, e.g., Exh. 3 to Exh. G. (“It is UW 

Medicine Hospitals’ intent to seek reimbursement of these losses through administrative action, 

including applicable fees and costs, should you not reverse your policy.”).  In addition, the 

President and CEO of 340B Health, a covered entity trade association, issued a public statement 

on Sept. 1, 2020, warning that “if the administration will not use its authority to enforce the law, 

we will pursue all legislative and legal avenues available to us to defend the safety net.”  Exh. F. 

Lilly will therefore imminently be forced to expend considerable amounts of time and 

money litigating these numerous actions, every one of which will take place under Defendants’ 

unconstitutional ADR process, against the backdrop of Defendants’ unlawful decision that 

manufacturers must offer 340B discounts to for-profit contract pharmacies (lest they be exposed 

to crippling penalties), and in the shadow of the threat of binding and self-executing judgments for 

money damages and equitable relief.  Making matters worse, none of the injuries Lilly will suffer 

pursuant to this unconstitutional regime are remediable.  And because the ADR Rule is now in 

effect, all of this will be well underway while this case is pending, which is exactly why this 
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Court’s immediate intervention is required and a preliminary injunction barring Defendants from 

implementing or enforcing the ADR Rule against Lilly in any manner should be granted forthwith. 

ARGUMENT 

“To obtain a preliminary injunction, a plaintiff must establish that it has some likelihood 

of success on the merits; that it has no adequate remedy at law; [and] that without relief it will 

suffer irreparable harm.”  GEFT Outdoors, LLC v. City of Westfield, 922 F.3d 357, 364 (7th Cir. 

2019) (internal quotation marks omitted).  “[I]f the plaintiff passes that threshold, the court must 

weigh the harm that the plaintiff will suffer absent an injunction against the harm to the defendant 

from an injunction, and consider whether an injunction is in the public interest.”  Id. (internal 

quotation marks omitted).  Courts apply a “sliding scale” to the balance-of-harms analysis, 

meaning that “the more likely [the movant] is to win, the less the balance of harms must weigh in 

his favor.”  Turnell v. CentiMark Corp., 796 F.3d 656, 662 (7th Cir. 2015).  A likelihood of success 

on the merits “puts the heaviest weight on the scale” in favor of a preliminary injunction.  Planned 

Parenthood of Ind. & Ky., Inc. v. Comm’r of Ind. State Dep’t of Health, 896 F.3d 809, 832 (7th 

Cir. 2018).  To make such a showing, a movant need only make out “a reasonable likelihood of 

success on the merits” on its claim.  NA Main Street LLC v. Cook, 2020 WL 7624784, at *3 (S.D. 

Ind. Dec. 22, 2020).  Lilly has done so here, and then some.  Accordingly, given that Lilly will 

suffer irreparable harm absent an injunction and has no other “[]adequate remedy at law,” 

Foodcomm Int’l v. Barry, 328 F.3d 300, 304 (7th Cir. 2003), the case for an injunction is clear. 

I. Lilly Is Likely To Succeed On The Merits. 

Lilly is likely to succeed on its claims that the ADR Rule is unlawful under both the 

Constitution and the APA.  The Rule contravenes Article II by vesting powers reserved for 

“principal” officers in functionaries who are merely appointed by the Secretary of HHS, not the 

President with the advice and consent of the Senate.  The Rule also runs afoul of Article III by 
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permitting HHS employees to adjudicate private rights, grant money damages, and order equitable 

relief—the hallmarks of the judicial power reserved to Article III courts.  And the Rule violates 

the APA in at least three ways:  (1) it exceeds HHS’s statutory authority; (2) it was not subjected 

to the required notice-and-comment procedures; and (3) it is substantively arbitrary and capricious. 

A. The ADR Rule Violates Article II of the Constitution. 

Article II of the Constitution requires principal officers of the United States to be appointed 

by the President with the advice and consent of the Senate, and permits only “inferior officers” to 

be appointed by the heads of Executive departments.  See U.S. Const. art. II, § 2, cl. 2.  ADR 

panelists, by virtue of their sweeping powers and broad discretion in the use of those powers, are 

officers of the United States under the Appointments Clause.  Because their decisions are 

unreviewable by any superior Executive Branch official and are protected by for-cause removal 

restrictions to boot, ADR panelists are also principal officers.  Under the ADR Rule, however, 

ADR panelists can be appointed to that position by the HHS Secretary and then assigned to panels 

by the HRSA Administrator—i.e., without Presidential appointment and without the Senate’s 

advice and consent.  See 42 C.F.R. § 10.20.  Lilly is likely to succeed on the merits of its claim 

that this arrangement contravenes the Appointments Clause. 

As an initial matter, there is no question that ADR panelists are “Officers of the United 

States” subject to the Appointments Clause.  See U.S. Const. art. II, § 2, cl. 2.  Officers have two 

defining characteristics:  They “must occupy a ‘continuing’ position established by law,” not an 

“occasional or temporary” one, Lucia v. SEC, 138 S. Ct. 2044, 2051 (2018) (quoting United States 

v. Germaine, 99 U.S. 508, 511-12 (1878)), and they must exercise “significant authority pursuant 

to the laws of the United States.”  Id. (quoting Buckley v. Valeo, 424 U.S. 1, 126 (1976) (per 

curiam)).  ADR panelists amply satisfy both requirements.  First, the position they occupy is 

established by law and is permanent:  Congress required the Secretary to promulgate regulations 
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designating “a decision-making official or decision-making body” to adjudicate claims between 

covered entities and manufacturers in 42 U.S.C. § 256b(d)(3)(B)(i), and the Secretary did just that 

in 42 C.F.R. § 10.20.  Second, ADR panelists wield the precise suite of powers the Supreme Court 

has deemed “significant authority” in the agency adjudication context.  Lucia, 138 S. Ct. at 2051.  

The ADR Rule affords “the 340B ADR Panel significant discretion in determining relevant 

material to consider and the manner to conduct its evaluation,” “allow[s] the 340B ADR Panel 

discretion in admitting evidence and testimony during the course of a proceeding,” authorizes 

ADR panelists to conduct “evidentiary hearing[s] when there are material facts in dispute” and to 

sanction failures to comply with discovery orders by “[e]xcluding evidence” or entering 

“[j]udgment in the proceeding or dismissal of proceeding,” and provides that ADR panel rulings 

are “final agency decisions, binding on the parties, and precedential.”  85 Fed. Reg. at 80,635-42; 

42 C.F.R. §§ 10.22(c), 10.23, 10.24(d).  ADR panelists thus have “all the authority needed to 

ensure fair and orderly adversarial hearings—indeed, nearly all the tools of federal trial judges,” 

Lucia, 138 S. Ct. at 2048, just like the agency adjudicators deemed officers in Lucia and Freytag 

v. Commissoner, 501 U.S. 868 (1991).  See Lucia, 138 S. Ct. at 2047-48 (deeming agency 

adjudicators who “take testimony, conduct trials, rule on the admissibility of evidence, and have 

the power to enforce compliance with discovery orders,” and who exercise “‘significant discretion’ 

when carrying out” those functions, to be officers (quoting Freytag, 501 U.S. at 881-82)).  In sum, 

it is plain that ADR panelists are officers of the United States. 

It is equally plain that ADR panelists function as principal officers.  Their decisions are 

unreviewable by any superior Executive Branch official and they cannot be removed except for 

cause.  The Supreme Court has never concluded that an agency adjudicative officer was an inferior 

officer when—as here—no superior officer could review her decisions.  That makes sense, as 
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“‘inferior officers’ are officers whose work is directed and supervised at some level by others who 

were appointed by Presidential nomination with the advice and consent of the Senate.”  Edmond 

v. United States, 520 U.S. 651, 663 (1997); see, e.g., Free Enter. Fund v. Pub. Co. Acct. Oversight 

Bd., 561 U.S. 477, 510 (2010) (Board members are inferior officers in light of the SEC’s “oversight 

authority” over their decisions); Edmond, 520 U.S. at 664-65 (“[Coast Guard] Court of Criminal 

Appeals Judges” are inferior officers because “another Executive Branch entity, the Court of 

Appeals for the Armed Forces,” exercises “control over [them],” and they “have no power to 

render a final decision … unless permitted to do so by other Executive officers”). 

Unlike in Edmond and Free Enterprise Fund, the decisions of ADR panelists are not 

subject to review by any superior Executive Branch officer.  Indeed, HHS actively rejected 

comments asking to “incorporate an [administrative] appeals process,” instead choosing to 

promulgate a Rule under which an ADR panel’s decision “constitutes a final agency decision that 

is precedential and binding on the parties involved unless invalidated by an order of a court of 

competent jurisdiction.”  85 Fed. Reg. at 80,641; 42 C.F.R. § 10.24(d).  This fact, standing alone, 

suffices to demonstrate ADR panelists’ status as principal officers.  See, e.g., Assoc. of Am. R.R. 

v. U.S. Dep’t of Transp., 821 F.3d 19, 39 (D.C. Cir. 2016) (deeming “inescapable” the conclusion 

that Surface Transportation Board arbitrators were principal officers for the exclusive reason that 

the rule provided no “procedure by which the arbitrator’s decision is reviewable by the [Board]”). 

But there is more.  Although “[t]he power to remove officers” is a “powerful tool for 

control” that influences the Appointments Clause analysis, Edmond, 520 U.S. at 664, there is no 

such power here.  The ADR Rule does not address whether or for what reason a panel member 

may be removed from the Board, as the Rule sets out no method of removal.  More important, the 

Rule makes abundantly clear that, once appointed to an ADR panel, panelists may only “be 
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removed” from the panel “for cause,” by which the Rule means having a conflict of interest.  85 

Fed. Reg. at 80,634; see 42 C.F.R. § 10.20(a).  This protection from removal further insulates ADR 

panelists from HHS control and confirms that they are functioning as principal officers.  As a 

result, the only constitutional method for ADR panelists’ appointment is nomination by the 

President with the advice and consent of the Senate.  See U.S. Const. art. II, § 2, cl. 2.  Because 

ADR panelists are not so appointed, Lilly has “a reasonable likelihood of success on the merits” 

on its Article II claim.  See NA Main Street LLC, 2020 WL 7624784, at *3. 

Any doubt on that score will soon be resolved.  In Arthrex, Inc. v. Smith & Nephew, Inc., 

941 F.3d 1320 (Fed. Cir. 2019), the Federal Circuit confronted an arrangement, much like the one 

here, where agency adjudicators lacked “any presidentially-appointed officer who can review, 

vacate, or correct [their] decisions … combined with [a] limited removal power.”  Id. at 1350.  

Even though the decisions of Administrative Patent Judges (“APJs”) were subject to significant 

supervisory control by a duly-appointed principal officer (unlike ADR panelists’ decisions), id. at 

1331-32, the Federal Circuit held that APJs were functioning as principal officers, and thus that 

their non-Presidential appointment was unconstitutional, id. at 1335.  That conclusion is 

undoubtedly correct, and an injunction is warranted here for that reason alone. 

To be sure, the Federal Circuit chose to remedy the Appointments Clause violation in 

Arthrex by severing the statute’s removal provisions, concluding that doing so converted the APJs 

into inferior officers that were adequately supervised under the facts presented there.  Id. at 1338.  

But even if that rationale were applicable here (and it is not due to the lack of supervision) there is 

serious reason to believe that Arthrex’s remedy was still constitutionally insufficient.  That is for 

a simple reason:  Even with the removal protections severed, there was still no means for a 

presidential appointee to review the decisions, which means that APJs—like ADR panelists—
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remain improperly-appointed principal officers.  See Edmond, 520 U.S. at 663, 665; Dep’t of 

Transp. v. Ass’n of Am. R.Rs., 575 U.S. 43, 64 (2015) (Alito, J., concurring); see also Free Enter. 

Fund, 561 U.S. at 544 (Breyer, J., dissenting) (doubting “that courts will always be able to cure 

such a constitutional defect merely by severing an offending removal provision”).  That is likely 

why the Supreme Court granted certiorari to decide whether that quick-fix remedy actually solves 

the Article II problem, or whether when an official is designated by law to have the last word on 

an issue that official must be a properly-appointed principal officer.  See 141 S. Ct. 551 (2020).   

B. The ADR Rule Violates Article III of the Constitution. 

The ADR Rule also unlawfully usurps the powers Article III assigns exclusively to a 

judiciary comprised of life-tenured judges.  Article III vests the judicial power of the United States 

in “one supreme Court, and in such inferior Courts as the Congress may from time to time ordain 

and establish,” and mandates that those exercising the Judicial Power “shall hold their Offices 

during good Behaviour, and [who] shall, at stated Times, receive for their Services a 

Compensation, which shall not be diminished during their Continuance in Office.”  U.S. Const. 

art. III, § 1.  This structural requirement is an indispensable means by which the Constitution 

guarantees individual liberty.  By establishing “a body of judges insulated from majoritarian 

pressures and thus able to enforce [federal law] without fear of reprisal or public rebuke,” United 

States v. Raddatz, 447 U.S. 667, 704 (1980) (Marshall, J., dissenting), Article III “preserves to 

litigants their interest in an impartial and independent federal adjudication of claims,” CFTC v. 

Schor, 478 U.S. 833, 850 (1986).  And because the Constitution “commands that the independence 

of the Judiciary be jealously guarded,” N. Pipeline Const. Co. v. Marathon Pipe Line Co., 458 U.S. 

50, 61 (1982) (plurality opinion), a statute or regulation is flatly unconstitutional if it “confer[s] 

the Government’s ‘judicial Power’ on entities outside Article III,” such as Executive Branch 

employees and officers, Stern v. Marshall, 564 U.S. 462, 484 (2011). 
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The ADR flagrantly violates these foundational principles.  The Supreme Court has made 

clear that “[w]hen a suit is made of the stuff of the traditional actions at common law tried by the 

courts at Westminster in 1789, and is brought within the bounds of federal jurisdiction, the 

responsibility for deciding that suit rests with Article III judges in Article III courts,” period.  Stern, 

564 U.S. at 484.  There is no doubt that HHS employees infringe that bedrock constitutional 

requirement by issuing injunctions commanding one private party to convey its property to another 

without full payment, or that issuing self-executing damages judgments for failing to do so would 

likewise violate Article III—yet that is precisely what the ADR Rule purports to authorize. 

The problem is that the ADR Rule permits Executive Branch adjudication of private-rights 

claims and remedies.  To be sure, “Congress [has] significant latitude to assign adjudication of 

public rights,” which are those which are collectively held by the entire community or which 

involve disputes between the government and a private party, “to entities other than Article III 

courts.”  Oil States Energy Servs., LLC v. Greene’s Energy Grp., LLC, 138 S. Ct. 1365, 1373 

(2018) (emphasis added).  But Congress has no such latitude when it comes to private rights, which 

include the right to personal security, the right to freely contract, the rights to life and liberty, and—

most relevant here—the right to private property.  See 3 W. Blackstone, Commentaries *2, *138-

39 (1765); Ortiz v. United States, 138 S. Ct. 2165, 2185 (2018) (Thomas, J., concurring); see 

Newland v. Marsh, 19 Ill. 376, 382 (1857) (“The legislative power … cannot directly reach the 

property or vested rights of the citizen, by providing for their forfeiture or transfer to another, 

without trial and judgment in the courts.”).  Since the earliest days of the Republic, courts have 

recognized that disputes over private rights “lie at the core of the historically recognized judicial 

power,” N. Pipeline, 458 U.S. at 70, and thus that private rights disputes must be adjudicated by 

Article III courts and Article III courts alone.  See, e.g., Murray’s Lessee v. Hoboken Land & 
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Improvement Co., 59 U.S. (18 How.) 272, 284 (1856); see also Caleb Nelson, Adjudication in the 

Political Branches, 107 COLUM. L. REV. 559, 604-05, 611 (2007) (“Historically, … if core private 

rights were at stake on one side of a dispute, the mere fact that public rights were at stake on the 

other side did not open the door to non-judicial adjudication”; still today, non-judicial adjudicators 

“cannot conclusively establish an individual’s monetary liability (or otherwise dispose of his core 

private rights to property)” without running afoul of Article III.). 

The right to sell a product at the seller’s price arises from the right to private ownership—

not government grace—and is at the core of the private rights that manufacturers hold at common 

law, making disputes over those prices “matter[s] which, from [their] nature, [are] the subject of a 

suit at the common law.”  Murray’s Lessee, 59 U.S. at 284; see also Granfinanciera, S.A. v. 

Nordberg, 492 U.S. 33, 55-56 (1989) (holding that a bankruptcy court could not adjudicate 

fraudulent conveyance claims between a bankrupt estate’s trustee and a non-creditor because the 

claims were “quintessentially suits at common law that more nearly resembles state-law contract 

claims … to augment the bankruptcy estate than they do creditors’ hierarchically ordered claims 

to a pro rata share of the bankruptcy res”).  That is true, moreover, even though a covered entity’s 

entitlement to 340B discounts may arise from a public right (given that it exists only as a matter 

of statute).  See, e.g., Stern, 564 U.S. at 488 (bankruptcy court cannot adjudicate state-law 

counterclaims arising out of federal bankruptcy); see also Nelson, supra, at 604-11. 

But instead of assigning those claims to an Article III court, as precedent and history 

demand, the ADR Rule forces manufacturers like Lilly to submit to the judgment of Article II 

HHS employees who can supposedly issue self-executing judgments for money damages and/or 

equitable relief on those claims, and thus can exercise the core of the “judicial Power.”  See Plaut 

v. Spendthrift Farm, Inc., 514 U.S. 211, 220 (1995).  The ADR Rule thus violates Article III.  To 
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be clear, ADR panels do not render decisions and then leave it to HHS to seek judicial enforcement 

and remedies; instead, by regulation (and ultimately statute), their remedies are self-executing.   

It is no response to say that a manufacturer aggrieved by an ADR panel decision can go to 

court to try to get the panel’s judgment overturned.  For one thing, the ADR Rule expressly 

provides that ADR panel judgments will be binding and precedential, but does not expressly 

authorize federal court review—much less de novo review.  That means that ADR panel decisions 

will (1) take immediate effect absent a federal court order commanding otherwise, and (2) receive 

some degree of fact-finding deference upon review in federal court if challenged under the APA.  

The role that scheme leaves for Article III courts is constitutionally insufficient.  “‘If the essential, 

constitutional role of the judiciary is to be maintained, there must be both the appearance and the 

reality of control by Article III judges over the interpretation, declaration, and application of 

federal law.’  That control must be more than simple appellate review.”  United States v. Johnston, 

258 F.3d 361, 368 (5th Cir. 2001) (emphasis added) (quoting Pacemaker Diagnostic Clinic, Inc. 

v. Instromedix, Inc., 725 F.2d 537 (9th Cir. 1984) (en banc) (Kennedy, J.)); see also Schor, 478 

U.S. at 853 (noting that the “more deferential standard [of review] in Northern Pipeline” meant 

that the federal courts did not exert constitutionally sufficient control under that regime). 

Moreover, ADR panels “exercise[] the range of jurisdiction and powers normally vested 

only in Article III courts,” which further undermines federal courts’ control and further 

underscores the Article III violation.  See Schor, 478 U.S. at 851.  As described above, ADR panels 

have authority to award money judgments, issue equitable remedies, take evidence and hear 

testimony, impose sanctions, issue precedential and binding decisions, and decide ancillary legal 

issues.  And, again, ADR panels’ binding and precedential money judgments are styled as self-

executing.  That makes the ADR process quite unlike most other administrative review schemes, 
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which require litigants to apply to a federal court for enforcement of an order.  See, e.g., 7 U.S.C. 

§ 18(d)(1); 29 U.S.C. § 1401(b)(2).  And it takes the ADR process well outside the realm of 

administrative review schemes the Supreme Court has been willing to accept.  See, e.g., Schor, 

478 U.S. at 853 (“CFTC orders, like those of the agency in Crowell, but unlike those of the 

bankruptcy courts under the 1978 Act, are enforceable only by order of the district court.”).  

Indeed, the fact that, in one of the first complaints filed with HHS, the petitioner asks the ADR 

panel to grant a preliminary injunction against various manufacturers (including Lilly) 

demonstrates just how extraordinary the usurpation of Article III authority appears to be. 

Nor is it any response to say that manufacturers have agreed to the terms of the Program 

by entering into a PPA.  To be sure, the Supreme Court recently held that “Article III is not violated 

when the parties knowingly and voluntarily consent[ed] to adjudication by a bankruptcy judge,” a 

non–Article III officer.  Wellness Int’l Network, Ltd. v. Sharif, 135 S. Ct. 1932, 1939 (2015).  But, 

as an initial matter, Wellness made clear that consent can transform an otherwise-unconstitutional 

Executive adjudication into a permissible one only when “Article III courts retain supervisory 

authority over the process.”  Id. at 1944.  And here, Article III courts do not retain sufficient 

supervisory authority over ADR panels.  Consent therefore cannot cure the violation. 

In all events, a manufacturer’s decision to participate in the 340B Program, lest it lose the 

ability to participate in and receive reimbursements under Medicaid and Medicare altogether, is 

nowhere close to the sort of voluntary “consent” the Supreme Court has required in this context.  

See, e.g., Stern, 564 U.S. at 493 (“Pierce did not truly consent to resolution of Vickie’s claim in 

the bankruptcy court proceedings,” because “[h]e had nowhere else to go if he wished to recover 

from Vickie’s estate.”).  Nor can it be said that manufacturers like Lilly have consented to the 

340B Program as it currently exists in the wake of the December 30 Decision obligating them to 
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offer full discounts to contract pharmacies; on the contrary, Lilly has filed suit challenging that 

(mis-)interpretation of the statute and unlawful exercise of agency authority.  So even if the original 

decision to participate in the 340B Program were deemed sufficiently voluntary, that decision 

cannot be considered consent to allowing the government to force manufacturers to transfer their 

private property to other for-profit entities on pain of massive financial sanction, let alone consent 

to adjudication of such core private rights by an unconstitutionally constituted agency tribunal.  

That is clear as a legal matter, and it is equally clear as a factual matter.  After all, ADR procedures 

were not proposed publicly until 2016 (which was more than two decades after most manufacturers 

signed their PPAs).  And once those procedures were finally revealed, Lilly (and a host of others) 

specifically objected to them.  That can hardly be deemed implied consent. 

In sum:  By enabling ADR panels to (1) mandate that manufacturers like Lilly transfer their 

property to contract pharmacies often at an extreme financial loss, and (2) enforce such decisions 

through binding judgments for money damages and equitable relief, the ADR Rule empowers 

Article II HHS employees to determine “the liability of one individual to another under the law as 

defined.”  N. Pipeline, 458 U.S. at 69-70 (quoting Crowell v. Benson, 285 U.S. 22, 51 (1932)).  

And by simultaneously vesting ADR panels with Article III–like powers and insulating ADR panel 

decisions from meaningful Article III supervision, the ADR Rule unconstitutionally usurps and 

dilutes “the judicial Power of the United States.”  Lilly is therefore likely to succeed on this claim. 

C. The ADR Rule Violates the APA’s Notice-and-Comment Requirement. 

Lilly is likely to succeed on its claim that Defendants did not comply with the APA’s 

notice-and-comment procedures in hastily promulgating the ADR Rule.  See 5 U.S.C. § 553(b).  

Indeed, they did not even try.  Instead, they withdrew the NPRM on August 1, 2017, took no action 

on it for three years, and then abruptly announced that they were resurrecting the interred NPRM 

with significant (unconstitutional) changes.  None of that is remotely consistent with the APA. 
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The decision to withdraw the NPRM put regulated parties on notice that, rather than 

continuing with the rulemaking process, they had “[chosen] the status quo” of non-regulation.  Ctr. 

for Auto Safety v. NHTSA, 710 F.2d 842, 846-47 (D.C. Cir 1983); cf. Cierco v. Lew, 190 F. Supp. 

3d 16, 25 (D.D.C. 2016) (determining that withdrawal of NPRM leaves challenger to notice with 

no relief), aff’d on other grounds sub nom. Cierco v. Mnuchin, 857 F.3d 407 (D.C. Cir. 2017).  Put 

differently, if the purpose of the APA’s notice-and-comment requirement is “to put interested 

parties on notice that Administrative rulemaking in certain areas is about to take place,” Nat’l Tour 

Brokers Ass’n v. United States, 591 F.2d 896, 989 (D.C. Cir. 1978), then the August 2017 

withdrawal of the NRPM put regulated parties on notice that rulemaking would not occur.  

Defendants thus needed to engage in notice-and-comment again to promulgate a valid ADR Rule. 

The ADR Rule does not purport to invoke any statutory ground for excusing notice and 

comment—because there is none.  Instead, it simply pretends that the agency had not withdrawn 

its NPRM.  See 85 Fed. Reg. at 80,633 (claiming that its previous NPRM was not really withdrawn, 

just frozen by Presidential action”).  That explanation is demonstrably false.  For one thing, the 

Presidential memorandum to which the agency refers as providing the basis for its “freeze” 

argument plainly does not apply to the ADR Rule; on its face, that memorandum excludes 

“regulations subject to statutory … deadlines,” which plainly includes the ADR Rule.  See Reince 

Priebus, Asst. to the President and Chief of Staff, Memorandum for the Heads of Executive 

Departments and Agencies (Jan. 20, 2017), https://bit.ly/2KIutnM.  For another thing, the agency’s 

contemporaneous actions demonstrate that it did not treat the memorandum as applicable to ADR 

at the time the memorandum was issued:  The Presidential memorandum ordered agencies to 

remove pending regulations to which it did apply “immediately,” id., but Defendants did not 

remove the ADR NPRM from the Unified Agenda for another eight months.  What is more, 
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although regulatory actions retain the same Regulatory Identification Number (“RIN”) throughout 

the entire rulemaking process, the final ADR Rule was designated with a different RIN than the 

NPRM, compare 81 Fed. Reg. 53,381, with 85 Fed. Reg. 80,632, which means it is not the same. 

In all events, even if the NPRM had not been withdrawn, the final Rule would still fail the 

APA’s notice-and-comment requirement because it is not a logical outgrowth of the NPRM.  A 

final rule is a “logical outgrowth” of a proposed rule only if interested parties “‘should have 

anticipated’ that the change was possible, and thus reasonably should have filed their comments 

on the subject during the notice-and-comment period.”  Ne. Md. Waste Disposal Auth. v. EPA, 358 

F.3d 936, 952 (D.C. Cir. 2004); see also Am. Med. Ass’n v. United States, 887 F.2d 760, 767 (7th 

Cir. 1989).  “If a ‘final rule deviates too sharply from the proposal, affected parties will be deprived 

of notice and an opportunity to respond to the proposal,’” and the agency accordingly must undergo 

notice and comment again.  Public Citizen, Inc. v. Mineta, 427 F. Supp. 2d 7 (D.D.C. 2006) 

(quoting AFL-CIO v. Donovan, 757 F.2d 330, 338 (D.C. Cir. 1985)).  So it is here. 

Multiple aspects of the ADR rule clearly are not a logical outgrowth of the NPRM because 

they are completely absent from the NPRM.  Among other things, the NPRM did not mention, let 

alone elaborate upon, any suggestion that ADR panels would be given authority to issue binding 

judgments for money damages, or that those decisions would be “precedential.”  Because no 

manufacturer could “divine [Defendants’] unspoken thoughts” on this score, Ariz. Pub. Serv. Co. 

v. EPA, 211 F.3d 1280, 1299 (D.C. Cir. 2000) (citation omitted), the ADR Rule is not a logical 

outgrowth of what preceded it.  And because Defendants did not proceed through notice and 

comment after the NPRM’s withdrawal on these new terms, the Rule must be set aside. 

D. The ADR Rule Substantively Violates the APA. 

Lilly is further likely to succeed in showing that the ADR Rule’s substantive provisions 

violate the APA.  First, the ADR Rule exceeds the clear terms of the 340B statute, and thus is “in 
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excess of” the scope of Defendants’ “statutory [ ] authority.”  5 U.S.C. § 706(2)(C).  The statute 

allows HHS/HRSA to “promulgate regulations to establish and implement an administrative 

process … including appropriate procedures for the provision of remedies and enforcement of 

determinations made pursuant to such process through mechanisms and sanctions.”  42 U.S.C. 

§ 256b(d)(3).  The statutory term “appropriate procedures for the provision of remedies” is general 

and undefined; it does not specify which remedies are to be made available by the ADR 

regulations—only that they be “appropriate.”  See id.  Allowing ADR panels to impose self-

executing money judgments against manufacturers, as Defendants have done in the ADR Rule, 

cannot constitute “appropriate” remedial authority because, as explained, such an interpretation 

violates Article III.  Private money judgments and equitable relief would not be “appropriate” 

under the statute—they would be illegal.  Accordingly, the Rule is “in excess of statutory 

jurisdiction, authority, or limitations” and must be set aside.  See 5 U.S.C. § 706(2)(C).1 

Second, the Rule is “arbitrary, capricious, an abuse of discretion, or otherwise not in 

accordance with law,” and must be set aside on that basis too.  See 5 U.S.C. § 706(2)(A).  Agency 

action is arbitrary and capricious if the agency fails to “examine the relevant data and articulate a 

satisfactory explanation for its action including a rational connection between the facts found and 

the choice made.”  Sparre v. U.S. Dep’t of Labor, 924 F.3d 398, 402 (7th Cir. 2019) (quoting FCC 

v. Fox Television Stations, Inc., 556 U.S. 502, 513 (2009); Motor Vehicle Mfrs. Ass’n of U.S., Inc. 

v. State Farm Mut. Auto. Ins. Co., 463 U.S. 29, 43 (1983)).  In the ADR Rule, Defendants failed 

to acknowledge the relevant data in a number of respects, failed to articulate a satisfactory 

 
1 At the very least, allowing panels to issue such remedies raises grave constitutional concerns, 

and thus the canon of constitutional avoidance counsels strongly against adopting the ADR Rule’s 
interpretation of the Statute.  See, e.g., INS v. St. Cyr, 533 U.S. 289, 299-300 (2001) (canon of 
constitutional avoidance); United States v. Orona-Ibarra, 831 F.3d 867, 875-76 (7th Cir. 2016). 
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explanation for many of its component parts—and, in some cases, offered no explanation at all. 

As outlined at Amended Complaint ¶¶ 251-63, Lilly is likely to succeed in showing that the ADR 

Rule is arbitrary and capricious in multiple respects.  Three problems in particular stand out: 

1.  The Rule fails to account for changed legal circumstances in the years since it was 

withdrawn.  An agency is “susceptible to claims that the rules were arbitrary and capricious for 

failing to consider an important aspect of the problem” if it does not account for legal 

developments.  Little Sisters of the Poor Saints Peter & Paul Home v. Pennsylvania, 140 S. Ct. 

2367, 2384 (2020).  That is precisely the case here:  Not only has the Supreme Court brought 

significant clarity to its Appointments Clause jurisprudence since the NPRM was withdrawn, see 

Lucia, supra, but it recently granted certiorari to determine whether APJs, who are quite similar to 

ADR panelists in terms of their respective powers, are principal officers.  See Arthrex, supra. 

The same is true with respect to the Article III concerns.  The ADR Rule does not even 

acknowledge, let alone attempt to justify, how a process that affords Executive Branch employees 

full adjudicative powers, including the ability to exercise common-law interpretive authority and 

the power to issue binding money judgments or equitable relief touching private property, without 

being subject to an Article III court’s plenary control, could be constitutional.  Rather, Defendants 

completely failed to grapple with this important aspect of the problem.  Because they provided no 

explanation—let alone a reasoned one—the Rule cannot stand.  See, e.g., Teva Pharm. USA, Inc. 

v. FDA, 441 F.3d 1, 4 (D.C. Cir. 2006) (“We declined to evaluate the reasonableness of the FDA’s 

statutory interpretation because the agency provided no explanation.”); Envtl. Def. Fund, Inc. v. 

EPA, 898 F.2d 183, 189 (D.C. Cir. 1990) (courts cannot uphold an unexplained agency decision 

“on the basis of interpretive theories that the agency might have adopted and findings that 

(perhaps) it might have made” (citing SEC v. Chenery Corp., 318 U.S. 80, 92-95 (1943))). 
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2.  Defendants also failed to adequately explain the reasons for choosing the structure for 

administrative dispute resolution established by the Rule.  As multiple manufacturers explained in 

comment letters, the ADR panel would likely be staffed by many of the same individuals 

responsible for creation and implementation of HRSA policy.  Because these individuals serve in 

other administrative functions, they are likely to hold biases, policy positions, or other objectives 

outside of the limited facts of the dispute at issue.  The ex-officio OPA member only compounds 

these risks with its potential to exert undue influence over the panel.  These concerns are legitimate, 

and stand in stark contrast to the independence and impartiality enjoyed by ALJs.  See, e.g., Kent 

H. Barnett, Why Bias Challenges to Administrative Adjudication Should Succeed, 81 MO. L. REV. 

1023 (2016).  Defendants’ unsupported response that manufacturers should simply accept their 

say-so that no bias will exist is “not a statement of reasoning, but of conclusion,” Tourus Records, 

Inc. v. DEA, 259 F.3d 731, 737 (D.C. Cir. 2001), and thus is arbitrary and capricious.  See, e.g., 

Amerijet Int’l, Inc. v. Pistole, 753 F.3d 1343, 1350 (D.C. Cir. 2014). 

The choice of ADR panelists instead of more independent ALJs is both unreasonable and 

unreasonably explained.  The agency claims that the panel structure is reasonable because it allows 

relevant government officials to draw on their expertise.  But the lion’s share of what panelists 

do—i.e., hearing evidence, making credibility determinations, applying and interpreting the 

Federal Rules of Evidence and Civil Procedure, and even imposing sanctions—is far more 

analogous to common-law judging and has nothing whatsoever to do with specialized agency 

expertise.  These are the tasks of judges.  Besides that, ADR panel rulings are “precedential” under 

the Rule, see 42 C.F.R. § 10.24(d), meaning that subsequent panels are supposed to uphold a body 

of existing administrative case law (again, a quintessentially judicial task) rather than adapt or alter 

decisionmaking based on accrued expertise.  This gap between the agency’s explanation and the 
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on-the-ground reality means that the agency has failed to provide “a rational connection between 

the facts found and the choice made.”  State Farm, 463 U.S. at 43. 

3.  The rule is further arbitrary and capricious because it fails to address Lilly’s (and other 

manufacturers’) concerns regarding Defendants’ outdated and burdensome auditing guidelines.  

Though it acknowledges that numerous commenters had raised this issue, the final Rule gives 

those concerns short shrift, stating in a conclusory manner and without explanation or elaboration 

that “updated manufacturer audit guidelines” are not “needed to finalize the ADR process” and 

that ADR panels can “determine when there have been statutory violations concerning 

overcharges, diversion, and duplicate discounts.”  85 Fed. Reg. at 80,633.  Here, too, such 

conclusory explanations cannot stand.  See, e.g., Dickson v. Sec’y of Def., 68 F.3d 1396, 1405 

(D.C. Cir. 1995) (finding an agency explanation to be unreasoned because “[a]lthough the Board 

… briefly recited the facts alleged by petitioners, and then found that a waiver would not be in the 

interest of justice, it omitted the critical step—connecting the facts to the conclusion”).   

II. Absent A Preliminary Injunction, Lilly Will Suffer Irreparable Harm. 

Although HHS has not given notice of their commencement, Lilly has already been named 

as a defendant in certain ADR petitions, with many, many more on the way.  See pp. 13-14, supra.  

Without an order from this Court enjoining the ADR Rule, Lilly’s subjection to an unlawful 

dispute resolution process will cause it irreparable injury.  Indeed, as this Court has previously 

recognized, “[m]ost constitutional injury is presumed irreparable, with here-irrelevant exceptions 

for constitutional torts sufficiently analogous to common-law personal-injury claims.”  Bernard v. 

Individual Members of Ind. Med. Licensing Bd., 392 F. Supp. 3d 935, 954-55 (S.D. Ind. 2019) 

(internal citations omitted); see also, e.g., Preston v. Thompson, 589 F.2d 300, 303 n.3 (7th Cir. 
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1978) (“The existence of a continuing constitutional violation constitutes proof of an irreparable 

harm.”); Baskin v. Bogan, 983 F. Supp. 2d 1021, 1028 (S.D. Ind. 2014) (same).2 

The Seventh Circuit has already applied this principle in the preliminary injunction context 

where the plaintiff alleged that it was subjected to an unconstitutional decisionmaking body.  In 

United Church of the Medical Center v. Medical Center Commission, 689 F.2d 693 (7th Cir. 1982), 

the court concluded that where (as here) “the precise violation claimed … is subjection to an 

unconstitutionally constituted decisionmaker,” that “injury is irreparable” regardless of the 

availability of “judicial review” after the fact.  Id. at 701.  And the Seventh Circuit has since 

reiterated that subjection to an unconstitutionally constituted decisionmaker “is in itself a 

constitutional injury sufficient to warrant injunctive relief,” Tr. & Inv. Advisers, Inc. v. Hogsett, 

43 F.3d 290, 296 (7th Cir. 1994) (quoting United Church, 689 F.2d at 701), as subjection to 

unconstitutional procedures harms “intangible and unquantifiable interests” that “cannot be 

compensated by damages,” Ezell v. City of Chicago, 651 F.3d 684, 699 (7th Cir. 2011); see also, 

e.g., Williams v. Bd. of Sch. Trs. of Metro. Sch. Dist. of Perry Twp., 2007 WL 1662337, at *3 (S.D. 

Ind. June 5, 2007) (granting a preliminary injunction to “avoid the risk that [plaintiff] would be 

subjected to an unconstitutional hearing, a deprivation that would have no remedy at law”). 

That should be the end of the matter, as Lilly’s subjection to unconstitutionally constituted 

ADR panels is no different from the injury deemed constitutionally irreparable in United Church 

and its progeny.  Regardless of whether it wins or loses a given ADR proceeding, Lilly is 

necessarily injured by its coerced participation in procedures that violate Article III overseen by 

 
2 Constitutional torts “analogous to a ‘personal-injury’ claim[s]” (e.g., “a Fourth Amendment 

violation stemming from an illegal search or seizure”) are exceptions to this rule because “money 
damages [can] be awarded” in such cases.  Exodus Refugee Immigr., Inc. v. Pence, 165 F. Supp. 
3d 718, 739 (S.D. Ind. 2016).  But that is not the case here.  See infra pp. 33-34. 
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panelists that violate Article II.  See United Church, 689 F.2d at 701.  And while Article III and 

the Appointments Clause are “structural” provisions, the Supreme Court has repeatedly 

emphasized that, because the Constitution’s “structure in general … is designed to protect 

individual liberty,” violation of structural provisions harms private entities as well and can form 

the basis for individual injury sufficient for legal and equitable remedies against the government.  

Bond v. United States, 572 U.S. 844, 880 (2014); see, e.g., Legal Servs. Corp. v. Velazquez, 531 

U.S. 533 (2001) (affirming grant of preliminary injunction to cure, inter alia, a separation-of-

powers violation); Youngstown Sheet & Tube Co. v. Sawyer, 343 U.S. 579 (1952) (same); see also 

Bond v. United States, 564 U.S. 211, 222 (2011) (“Separation-of-powers principles … protect the 

individual.”).  Preliminary relief is thus necessary to prevent Lilly from suffering irreparable harm 

in the form of constitutional injuries that cannot be remedied once suffered as a matter of law. 

That is all the more true in light of the United States’ sovereign immunity.  No matter what 

damages Lilly accrues or how vast the sums it is forced to expend complying with Defendants’ 

unfairly burdensome audit requirements, responding to the deluge of ADR threats and incoming 

ADR petitions, and defending itself in the unconstitutional tribunals, Lilly will be precluded from 

recovering a cent as a matter of law.  That harm is irreparable literally by definition:  “[W]here, as 

here, the plaintiff in question cannot recover damages from the defendant due to the defendant’s 

sovereign immunity[,] any loss of income suffered by a plaintiff is irreparable per se.”  Feinerman 

v. Bernardi, 558 F. Supp. 2d 36, 51 (D.D.C. 2008); accord, e.g., District of Columbia v. U.S. Dep’t 

of Agric., 444 F. Supp. 3d 1, 34 (D.D.C. 2020) (“[E]conomic injury caused by federal agency 

action is unrecoverable because the APA’s waiver of sovereign immunity does not extend to 

damages claims.”); see 5 U.S.C. § 702 (permitting judicial review of agency action under the APA 

only where the plaintiff is “seeking relief other than money damages”).  Indeed, the presence of 
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“irreparable injury because the government is immune from damage suits” makes preliminary 

relief “clearly appropriate” when, as here, it is “coupled with [a] strong showing of likelihood of 

success on the merits.”  Woerner v. U.S. Small Bus. Admin., 739 F. Supp. 641, 650 (D.D.C. 1990). 

In short, unless the ADR process is enjoined, Lilly will be forced to expend enormous 

resources, none of which it will be able to get back, all the while suffering personal constitutional 

harms that the Seventh Circuit has repeatedly recognize amount to irreparable injury on their own. 

III. The Balance Of Harms And Public Interest Favor A Preliminary Injunction. 

Lilly faces what could amount to hundreds of ADR petitions seeking damages and other 

relief imposed through unconstitutional administrative proceedings.  See, e.g., Gov’t Supp. 

Consolidating Servs., Inc. v. Bayh, 734 F. Supp. 853, 865 (S.D. Ind. 1990) (granting preliminary 

injunction where irreparable economic harm and “possible violation of … constitutional rights” 

outweighed harms to the government).  If allowed to proceed, the ADR panels could impose extra-

statutory obligations on Lilly (and all other participating manufacturers) without providing Lilly a 

fair opportunity to defend itself and properly adjudicate the important federal questions raised in 

this case.  That is more than enough to tilt the balance in Lilly’s favor, particularly since Lilly is 

likely to prevail on the merits.  See Cook Cty. v. Wolf, 962 F.3d 208, 234 (7th Cir. 2020) (“the 

more likely the plaintiff is to win, the less heavily need the balance of harms weigh in his favor”).  

By contrast, Defendants will not “be harmed by advancing the consideration of the 

constitutional questions” raised by HRSA’s ADR rulemaking.  Kendall-Jackson Winery, Ltd. v. 

Branson, 82 F. Supp. 2d 844, 878 (N.D. Ill. 2000) (granting preliminary injunction to enjoin 

administrative proceedings which raised constitutional questions).  There is no harm to the 

government “when it is prevented from enforcing an unconstitutional [law],” Joelner v. Vill. of 

Wash. Park, 378 F.3d 613, 620 (7th Cir. 2004), and Defendants likewise will not be “harmed by 

having to conform to constitutional standards” related to rulemaking and statutory interpretation, 
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Does v. City of Indianapolis, 2006 WL 2927598, at *11 (S.D. Ind. Oct. 5, 2006).  Nor will any 

covered entity suffer cognizable harm by virtue of an order enjoining the ADR process, given that 

the question of whether manufacturers must give discounts to contract pharmacies is dispositive 

of each ADR action filed thus far (and each likely to come).  In any case, the potential harms to 

Lilly’s constitutional rights far outweigh any private economic concerns related to Lilly’s alleged 

“overcharges” of contract pharmacies for covered outpatient drugs—all of which (unlike Lilly’s 

present and expanding injuries) can be remedied if Lilly does not ultimately prevail here.  See Tr. 

& Inv. Advisers, 43 F.3d at 296-97 (deprivation of constitutional rights outweighs lost tax revenue). 

Furthermore, Defendants have not yet even constituted the ADR panels, let alone assigned 

any cases to any specific ADR panel; in fact, the current Administration withdrew the prior 

Administration’s notice of appointments.  Any delay while this Court reviews the legality of their 

regime is thus minor compared to the years Defendants took to promulgate rules in the first place.  

The public interest is also served by a prompt adjudication of the questions at issue here in this 

Court, not through piecemeal adjudication by administrative panels in a process that is both unfair 

and unconstitutional.  Finally, “[i]t is always in the public interest to prevent the violation of a 

party’s constitutional rights.”  G & V Lounge, Inc. v. Mich. Liquor Control Comm’n, 23 F.3d 1071, 

1079 (6th Cir. 1994); accord ACLU v. Alvarez, 679 F.3d 583, 590 (7th Cir. 2012). 

CONCLUSION 

For the foregoing reasons, the Court should grant Lilly’s motion for preliminary injunction. 
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81 FR 53381-01, 2016 WL 4240239(F.R.)
PROPOSED RULES

DEPARTMENT OF HEALTH AND HUMAN SERVICES
42 CFR Part 10

RIN 0906-AA90

340B Drug Pricing Program; Administrative Dispute Resolution

Friday, August 12, 2016

AGENCY: Health Resources and Services Administration, HHS.

*53381  ACTION: Notice of proposed rulemaking.

SUMMARY: The Health Resources and Services Administration (HRSA) implements section 340B of the Public Health Service
Act (PHSA), which is referred to as the “340B Drug Pricing Program” or the “340B Program.” This proposed rule will apply to
all drug manufacturers and covered entities that participate in the 340B Program. The proposed rule sets forth the requirements
and procedures for the 340B Program's administrative dispute resolution process.
DATES: Submit written comments on or before October 11, 2016.

ADDRESSES: You may submit comments, identified by the Regulatory Information Number (RIN) 0906-AA90, by any of the
following methods. Please submit your comments in only one of these ways to minimize the receipt of duplicate submissions.
• Federal eRulemaking Portal: http://www.regulations.gov. Follow instructions for submitting comments. This is the preferred
method for the submission of comments.

• Email: 340BNPRMADR@hrsa.gov. Include 0906-AA90 in the subject line of the message.

• Regular, express, or overnight mail: CAPT Krista Pedley, Director, Office of Pharmacy Affairs (OPA), Healthcare Systems
Bureau (HSB), HRSA, 5600 Fishers Lane, Mail Stop 08W05A, Rockville, MD 20857. Please allow sufficient time for mailed
comments to be received before the close of the comment period.

All submitted comments will be available to the public in their entirety. All comments received may be posted without change
to http://www.regulations.gov, including any personally identifiable or confidential business information that is included in a
comment.

FOR FURTHER INFORMATION CONTACT: CAPT Krista Pedley, Director, OPA, HSB HRSA, 5600 Fishers Lane, Mail Stop
08W05A, Rockville, MD 20857, or by telephone at 301-594-4353.

SUPPLEMENTARY INFORMATION: The President encourages Federal agencies through Executive Order 13563 to develop
balanced regulations by encouraging broad public participation in the regulatory process and an open exchange of ideas.
Accordingly, the Department of Health and Human Services (HHS or the Department) urges all interested parties to examine
this regulatory proposal carefully and to share your views with us, including any data to support your positions. If you have
questions before submitting comments, please see the FOR FURTHER INFORMATION CONTACT field above for the name
and contact information of the subject-matter expert involved in the development of this proposal. We will consider all written
comments received during the comment period before issuing a final rule.
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If you are a person with a disability and/or a user of assistive technology who has difficulty accessing this document,
please contact HRSA's Regulations Officer at: Room 13N82, 5600 Fishers Lane, Rockville, MD 20857; or by telephone at
301-443-1785, to obtain this information in an accessible format. This is not a toll free telephone number.

Please visit http://www.HHS.gov/regulations for more information on HHS rulemaking and opportunities to comment on
proposed and existing rules.

I. Background
Section 602 of Public Law 102-585, the “Veterans Health Care Act of 1992,” enacted section 340B of the PHSA entitled
“Limitation on Prices of Drugs Purchased by Covered Entities,” which was codified at 42 U.S.C. 256b. The 340B Program
permits covered entities “to stretch scarce Federal resources as far as possible, reaching more eligible patients and providing
more comprehensive services.” H.R. REP. No. 102-384(II), at 12 (1992). The Secretary of the HHS delegated the authority to
operate section 340B of the PHSA to the Administrator of HRSA. Pursuant to this delegation of authority, HRSA established and
administers the 340B Program. Operationally, the 340B Program is housed within HRSA's Healthcare Systems Bureau (HSB),
Office of Pharmacy Affairs (OPA). Eligible covered entity types are defined in section 340B(a)(4) of the PHSA, as amended.
Section 340B of the PHSA instructs HHS to enter into pharmaceutical pricing agreements (PPA) with manufacturers of covered
outpatient drugs. Manufacturers are required by section 1927(a)(5)(A) of the Social Security Act to enter into agreements with
the Secretary of HHS that comply with section 340B of the PHSA if they participate in the Medicaid Drug Rebate Program.
When a drug manufacturer signs a PPA, it agrees that the prices charged for covered outpatient drugs to covered entities will
not exceed defined 340B ceiling prices, which are based on quarterly pricing data reported by manufacturers to the Centers for
Medicare & Medicaid Services (CMS).

Section 7102 of the Patient Protection and Affordable Care Act (Pub. L. 111-148), as amended by section 2302 of the Health Care
and Education Reconciliation Act (Pub. L. 111-152), hereinafter referred to as the “Affordable Care Act,” added section 340B(d)
(3) of the PHSA, which requires the Secretary of HHS (or the Secretary) to promulgate a regulation establishing *53382  and
implementing a binding administrative dispute resolution (ADR) process for certain disputes arising under the 340B Program.
The purpose of the ADR process is to resolve (1) claims by covered entities that they have been overcharged for covered
outpatient drugs by manufacturers; and (2) claims by manufacturers, after a manufacturer has conducted an audit as authorized
by section 340B(a)(5)(C) of the PHSA, that a covered entity has violated the prohibition on diversion to ineligible patients
or duplicate discounts. The 340B ADR process is not intended to be a trial-like proceeding governed by formal review of
evidence and procedure. Rather, it is an administrative process that is designed to assist covered entities and manufacturers in
resolving disputes regarding overcharging, duplicate discounts, or diversion. Historically, HHS has encouraged manufacturers
and covered entities to work with each other to attempt to resolve disputes in good faith. The ADR process as proposed in
this rule is not intended to replace these good faith efforts, but should be considered as a last resort in the event good faith
efforts to resolve disputes have not been successful. In addition, covered entities and manufacturers should carefully evaluate
whether the ADR process is appropriate for de minimis claims given the investment of the time and resources required of the
parties involved.

In 2010, HHS issued an advanced notice of proposed rulemaking (ANPRM) that requested comments on the development of
an ADR process (75 FR 57233, September 20, 2010). The ANPRM specifically requested comments on: (1) Administrative
procedures, (2) existing models, (3) threshold requirements, (4) hearings, (5) decision-making officials or bodies, (6) appropriate
appeals procedures, (7) deadlines, (8) discovery procedures, (9) manufacturer audits, (10) consolidation of manufacturer claims,
(11) covered entity consolidation of claims; (12) claims by organizations representing covered entities, and (13) integration
of dispute resolution with other 340B requirements added by the Affordable Care Act. HHS received 14 comments on the
ANPRM. The comments received were considered in the development of this proposed rule.

HHS encourages all stakeholders to provide written comments on this NPRM. This proposed regulation, when finalized, will
replace the 340B Program's guidelines on the informal dispute resolution process developed to resolve disputes between covered
entities and manufacturers, which was published on December 12, 1996 (61 FR 65406).
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II. Summary of the Proposed Regulations
The proposed revisions to 42 CFR part 10 are described according to the applicable section of the regulations. The United States
District Court for the District of Columbia vacated the 340B Program Regulations at 42 CFR part 10 relating to Orphan Drugs
(subpart C). (PhRMA v. HHS, No. 13-01501 (D.D.C. May 23, 2014). This NPRM proposes to add new definitions to § 10.3
and retitle and replace the language in subpart C as set forth below.

§ 10.3 Definitions.
HHS is proposing to add the following definitions: “Administrative Dispute Resolution Process,” “Administrative Dispute
Resolution Panel (340B ADR Panel),” “claim,” and “consolidated claim.”

Subpart C—Administrative Dispute Resolution

§ 10.20 340B Administrative Dispute Resolution Panel
(a) Members of the 340B ADR Panel.

As required by section 340B(d)(3)(B)(i), regulations promulgated by the Secretary shall designate or establish a decision-making
official or body within HHS to review and make a binding decision for claims filed by covered entities and manufacturers.
HHS proposes to establish a decision-making body (referred to as the “340B ADR Panel” or “Panel”) to review and resolve
such claims.

The proposed 340B ADR Panel will ensure an unbiased and fair review of the claims, and reduce the individual burden
associated with having a single decision-making official who is solely responsible for reviewing and resolving claims. The
proposed 340B ADR Panel will include three members, chosen from a roster of eligible individuals alternating from claim to
claim, and one ex-officio, non-voting member chosen from the staff of OPA to facilitate the review and resolution of claims
within a reasonable time frame. The proposed roster of eligible individuals will be comprised of Federal employees (e.g.,
employees of CMS or the U.S. Department of Veterans Affairs) with demonstrated expertise or familiarity with the 340B
Program. The ADR panel will not be compensated.

HHS proposes that for each filed claim that is reviewed, HSB will review the qualifications of individuals on the 340B ADR
Panel roster and select those with expertise or familiarity with the appropriate aspects of the 340B Program. HHS also proposes
that individuals serving on a 340B ADR Panel may be removed for cause. For example, if it is determined prior to or during the
course of a Panel member's review of a claim that there is a conflict of interest, as described in subsection (b), with respect to that
claim, the Panel member will be removed from the Panel and replaced by another individual from the 340B ADR Panel roster.

HHS is soliciting specific comments on the proposed size and composition of the 340B ADR Panel, in particular whether the
340B ADR Panel should be comprised of a set number of voting members to maintain consistency and transparency across each
claim that is reviewed, whether HHS should retain the flexibility to appoint a requisite number of voting members based on the
complexity of the claim and other factors, and whether the 340B ADR Panel should include at least one OPA staff member as
a voting member or whether the inclusion of an OPA staff member as an ex-officio, non-voting member is sufficient to ensure
adherence to 340B policies and procedures.

(b) Conflicts of interest.

To ensure fairness and objectiveness, HHS proposes that each 340B ADR Panel member be screened prior to reviewing a claim
and not allowed to conduct a review if any conflicts of interest exist. For example, the individual would not review a claim
if he or she has a conflict of interest with respect to the parties involved in the claim or the subject matter of the claim. HHS
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proposes that individuals be screened for conflicts of interest in accordance with U.S. Office of Government Ethics policies and
procedures applicable to Federal employees. Conflicts of interest may include the following: (1) Financial interest; (2) family or
close relation to a party involved; and (3) current or former business or employment relation to a party. The specific procedures
for screening members of the panel prior to their service on the 340B ADR Panel will be detailed in future guidance.

(c) Duties of the 340B ADR Panel.

In subsection (c), HHS proposes that once the 340B ADR Panel receives the claim, the 340B ADR Panel will consider all
documentation provided by the parties and may request additional information or clarification from any party involved with the
claim. HHS also proposes that the 340B ADR Panel review claims in a session closed to the parties involved, including any
associations or organizations, or legal counsel representing the parties.

*53383  In this subsection, HHS also proposes that the 340B ADR Panel may consult with subject matter experts within OPA
regarding 340B program requirements while reviewing a claim. The 340B ADR Panel will provide a final decision only with
respect to the claim. HHS proposes that the 340B ADR Panel's final decision must represent the decision of a majority of the
Panel members but need not be unanimous.

§ 10.21 Claims
(a) Claims permitted.

Section 7102 of the Affordable Care Act added section 340B(d)(3) of the PHSA, which instructs the Secretary to establish and
implement a binding ADR process to resolve certain 340B Program statutory violations. Section 340B(d)(3)(A) of the PHSA
specifies that the ADR process is to be used to resolve: (1) Claims by covered entities that they have been overcharged by
manufacturers for drugs purchased under this section and (2) claims by manufacturers, after a manufacturer has conducted an
audit of a covered entity, as authorized by section 340B(a)(5)(C) of the PHSA, that a covered entity has violated the prohibitions
against duplicate discounts and diversion (sections 340B(a)(5)(A) and (B) of the PHSA).

(b) Requirements for filing a claim.

In subsection (b), HHS proposes that the covered entity and the manufacturer meet certain requirements for filing a claim.
These proposed requirements will ensure that a claim of the type specified in section 340B(d)(3)(A) of the PHSA is the subject
of the dispute.

The Department is proposing that covered entities and manufacturers file a written claim, based on the facts available, to HSB
within 3 years of the date of the sale (or payment) at issue in the alleged violation and that any claim not filed within 3 years shall
be time barred. The proposed requirement that a claim be filed within 3 years is consistent with the record retention expectations
for the 340B Program and will ensure that covered entities and manufacturers have access to relevant records needed to review
and respond to claims. This proposal ensures documents must be submitted with each claim to verify that the alleged violation
is not time barred. This proposed requirement will prevent a party from asserting a claim that is stale. HHS requests public
comment concerning the 3 year limitation on claims submission.

HHS is also proposing that once a claim is submitted and the opposing party has been notified of the claim, any file, document,
or record associated with a claim be maintained by the covered entity and/or manufacturer until the 340B ADR Panel's final
agency decision is issued.

Covered Entity Claims
In section 10.21(b)(2), HHS proposes that to be eligible for the ADR process, each claim filed by a covered entity must include
documents sufficient to demonstrate a covered entity's claim that it has been overcharged by a manufacturer, along with any

Case 1:21-cv-00081-SEB-MJD   Document 19-2   Filed 01/25/21   Page 5 of 15 PageID #: 413



340B Drug Pricing Program; Administrative Dispute Resolution, 81 FR 53381-01

 © 2021 Thomson Reuters. No claim to original U.S. Government Works. 5

such documentation as may be requested by HSB to evaluate the veracity of the claim. Such documentation may include: (1) A
340B purchasing account invoice which shows the purchase price by national drug code (NDC), less any taxes and fees; (2) the
340B ceiling price for the drug during the quarter(s) corresponding to the time period(s) of the claim; and (3) documentation of
the attempts made to purchase the drug via a 340B account at the ceiling price, which resulted in the instance of overcharging.
HHS believes that these documents are readily available to a covered entity through the usual course of business and should not
be overly burdensome to produce, however HHS requests public comment on the feasibility or producing the documentation
as proposed. HHS may also request that the covered entity provide it with a written summary of attempts to work in good faith
to resolve the instance of overcharging with the manufacturer at issue.

Pursuant to section 340B(d)(1)(B) of the PHSA, HHS is developing a system to verify the ceiling price of a 340B drug and
allow covered entities to access and verify the ceiling price. Until such system is developed, HHS has access to ceiling price
data and will ensure that the 340B ADR panel will also have access as they evaluate any particular claim. Covered entities
will be able to access ceiling price information through this system, which may lessen the burden in submitting the information
accompanying a claim.

Manufacturer Claims
In section 10.21(b)(3), HHS proposes that to be eligible for the 340B ADR process, each claim filed by a manufacturer must
include documents sufficient to demonstrate a manufacturer's claim that a covered entity has violated the prohibition on diversion
and/or duplicate discount, along with any such documentation as may be requested by HSB to evaluate the veracity of the claim.
Such documentation may include: (1) A final audit report which indicates that the manufacturer audited the covered entity for
compliance with the prohibition on diversion (section 340B(a)(5)(B) of the PHSA) and/or duplicate discounts (section 340B(a)
(5)(A) of the PHSA) and (2) the covered entity's written response to the manufacturer's audit finding(s). HHS may also request
that the manufacturer submit a written summary of attempts to work in good faith to resolve the claim with the covered entity.

(c) Consolidation of claims.

In subsection (c), HHS proposes that, if requested, covered entities or manufacturers may be permitted to consolidate their
individual claims. Section 340B(d)(3)(B)(vi) of the PHSA permits “multiple covered entities to jointly assert claims of
overcharges by the same manufacturer for the same drug or drugs in one administrative proceeding. . . .” HHS proposes that for
consolidated claims, the claim must list each covered entity and include documentation and/or information from each covered
entity demonstrating that the covered entity meets all of the requirements for filing a claim with HHS and that a letter requesting
consolidation of claims must also accompany the claim and must document that each covered entity consents to the consolidation
of the claim.

Pursuant to section 340B(d)(3)(B)(vi) of the PHSA, consolidated claims are also permitted on behalf of covered entities by
associations or organizations representing their interests. Therefore, HHS proposes that the covered entities must be members
of the association or the organization representing them and that each covered entity must meet the requirements listed in
subsection (b) for filing a claim with HSB. The proposed consolidated claim must assert overcharging by the same manufacturer
for the same drug(s), and the organization or association will be responsible for filing the claim. HHS also proposes requiring
that a letter requesting consolidation of claims must accompany the claim and must document that each covered entity consents
to the organization or association asserting a claim on its behalf.

Similarly, at the request of two or more manufacturers, section 340B(d)(3)(B)(v) of the PHSA permits the consolidation of claims
brought by more than one manufacturer against the same covered entity if consolidation is consistent with the statutory goals of
fairness and economy of resources. This NPRM proposes that the claim must list each manufacturer and include documentation
and/or information from each manufacturer demonstrating that the manufacturer meets the *53384  requirements listed in
subsection (b) for filing a claim with HSB. HHS also proposes that a letter requesting consolidation of claims must be submitted
with the claim and must document that each manufacturer consents to the consolidation of the claims. The statutory authority
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for implementing the 340B ADR process does not permit consolidated claims on behalf of manufacturers by associations or
organizations representing their interests. Therefore, HHS is not proposing this option in this NPRM.

With regard to the consolidation of claims by manufacturers against a covered entity, HHS is seeking specific comment on
the grounds under which consolidation would be consistent with the statutory goals of fairness and economy of resources, as
required by section 340B(d)(3)(B)(v) of the PHSA. In addition, while HHS is proposing, as required by the 340B statute, an
ADR process that allows manufacturers to consolidate claims against a covered entity, we recognize the operational challenges
presented by the statutory requirement for a manufacturer to first audit the covered entity. HHS is, therefore, seeking comment
on how manufacturers requesting a consolidated claim against a covered entity can satisfy the audit requirement.

(d) Deadlines and procedures for filing a claim.

In subsection (d), HHS proposes that covered entities and manufacturers file a claim with HSB demonstrating that they satisfy
the requirements described in subsection (b) and that the party filing a claim must send written notice to the opposing party
regarding the claim within 3 business days of submitting the claim and the party must submit confirmation of the opposing
party's receipt or acknowledgement of receipt within 3 business days. HHS also proposes that the written notice to the opposing
party must include a summary of the documents submitted as part of the claim.

HHS proposes that HSB will review the information submitted as part of the claim to verify that the requirements for filing
a claim have been met. HSB would contact the initiating party once the claim has been received and may request additional
information before accepting a claim for review by the 340B ADR Panel. If additional information is requested, the party filing
the claim will have 20 business days of receipt of the request to respond. Claims will not move forward for review by the 340B
ADR Panel if the initiating party does not respond to the request for additional information or if a party files a claim for any
purpose other than those specified in the statute (i.e., overcharging, duplicate discount, or diversion), or if the alleged violation
occurred more than 3 years before the date of filing the claim.

HHS proposes that HSB will make a determination as to whether all requirements are met and provide written notice to all
parties within 20 business days after receiving the claim and any subsequently requested information, which will be transmitted
via both hard copy and email. If HSB determines the claim includes all necessary documentation and meets the requirements
for filing a claim, the claim will be forwarded to the 340B ADR Panel for review. HSB would provide additional information
on the 340B ADR process to all parties at that time, including contact information for requested follow-up communications and
an approximate timeframe for the 340B ADR Panel's review.

HHS proposes that if the claim does not move forward for review by the ADR Panel, written notice will be sent by HSB to the
parties involved that includes the basis for the decision and will advise the party that they may revise and refile the claim if the
party has new information to support the alleged statutory violation.

(e) Responding to a submitted claim.

In subsection (e), HHS proposes that once the parties have been notified by HSB that the claim has met the requirements in
subsection (b) and will move forward for review by the 340B ADR Panel, the opposing party will have 20 business days to
submit a written response to the allegation to the 340B ADR Panel and the party who filed the claim. Subsequent requests for
information regarding the claim would be made by the 340B ADR Panel as needed, and the 340B ADR Panel will consider any
additional information that was provided by the parties involved. However, if an opposing party does not respond to a request
for information from HSB or the 340B ADR Panel or otherwise elects not to participate in the 340B ADR process, the 340B
ADR Panel will make a decision on the claim based on the information submitted in the claim.

§ 10.22 Covered entity information requests.
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Pursuant to section 340B(d)(3)(B)(iii) of the PHSA, regulations promulgated by the Secretary for the 340B ADR process will
establish procedures by which a covered entity may discover or obtain information and documents from manufacturers and third
parties relevant to a claim that the covered entity has been overcharged by the manufacturer. This NPRM proposes that such
covered entity information requests be facilitated by the 340B ADR Panel. HHS proposes that a covered entity must submit
a written request for information to the 340B ADR Panel no later than 20 business days after the entity was notified by HSB
that the claim would move forward for the ADR Panel's review. The 340B ADR Panel will review the information/document
request to ensure that it is reasonable and within the scope of the asserted claim. The 340B ADR Panel will notify the covered
entity in writing if any request is deemed reasonable and within the scope of the asserted claim and permit the covered entity
to submit a revised information/document request, if it is not.

In this section, HHS proposes that the 340B ADR Panel will consider relevant factors, such as the scope of the information/
document request, whether there are consolidated claims, or the involvement of one or more third parties in distributing drugs
on behalf of the manufacturer and that once reviewed, the 340B ADR Panel will submit the information/document request to
the manufacturer, which must respond within 20 business days.

HHS also proposes that the manufacturer must fully respond in writing to the information request and submit its response to the
340B ADR Panel by the stated deadline and that the manufacturer is responsible for obtaining relevant information/documents
from wholesalers or other third parties that may facilitate sales or distribution of its drugs to covered entities. HHS proposes that
if a manufacturer anticipates it will not be able to fully respond by the deadline, the manufacturer may request one extension
in writing within 15 business days. The extension request that is submitted to the 340B ADR Panel must include any available
information, the reason why the deadline is not feasible, and outline a proposed timeline for fully responding to the information
request. The 340B ADR Panel will review the extension request and notify both the manufacturer and the covered entity in
writing as to whether the request for an extension is granted and the date of the new deadline. If a manufacturer does not respond
to a request for information from HSB or the 340B ADR Panel, HHS proposes that the 340B ADR Panel will make a decision
on the claim based on the information submitted in the claim package that moved forward for review.

*53385  § 10.23 Final agency decision
In § 10.23, HHS proposes that the 340B ADR Panel review the documents submitted by the parties and determine if there is
adequate support to conclude that a violation as described in subsection (a)(1) or (2) of § 10.21 has occurred. The 340B ADR
Panel will prepare a draft agency decision letter, which includes the 340B ADR Panel's findings and conclusions regarding the
alleged violation. HHS is proposing a process whereby the 340B ADR Panel's draft agency decision letter will be sent to all
parties, and the parties involved will have 20 business days to respond to the 340 ADR Panel. HHS is seeking specific comments
on this process and whether this proposed process will facilitate or hinder the fair, efficient, and timely resolution of claims.

HHS also proposes that once the parties have reviewed and submitted comments to the draft agency decision letter, the 340B
ADR Panel will prepare and submit its final agency decision letter to all parties in the dispute, which may incorporate rebuttals
from the parties that were considered by the 340B ADR Panel to help inform the final agency decision. The final agency decision
made by 340B ADR Panel will conclude the administrative resolution process; however, HHS proposes that the final agency
decision letter also be submitted to HSB to take enforcement action or apply sanctions, as appropriate. For example, if the
340B ADR Panel makes a decision that a covered entity has violated the prohibition against diversion, HSB may require, as a
sanction, that the covered entity repay the affected manufacturer. If the 340B ADR Panel makes a decision that a manufacturer
overcharged a covered entity, HSB may require, as a sanction, that the manufacturer refund or issue a credit to the affected
covered entity. In both cases, HSB will work with the party in violation on any remedy and corrective action.

HHS proposes that the 340B ADR Panel's final agency decision letter will be binding upon the parties involved, unless
invalidated by an order of a court of competent jurisdiction in accordance with section 340B(d)(3)(C) of the PHSA. HHS may,
at its sole discretion, publish a summary of the claims that have gone through the 340B ADR process on the HRSA Web site,
including the names of the parties and the nature of the 340B ADR Panel's findings (e.g., overcharging, duplicate discount, or
diversion). HHS will consider issuing future subregulatory guidance on this topic as necessary.
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III. Regulatory Impact Analysis
HHS has examined the effects of this proposed rule as required by Executive Order 12866 on Regulatory Planning and
Review (September 30, 1993), Executive Order 13563 on Improving Regulation and Regulatory Review (January 8, 2011), the
Regulatory Flexibility Act (September 19, 1980, Pub. L. 96-354), the Unfunded Mandates Reform Act of 1995 (Pub. L. 104-4),
and Executive Order 13132 on Federalism (August 4, 1999).

Executive Orders 12866 and 13563
Executive Orders 12866 and 13563 direct agencies to assess all costs and benefits of available regulatory alternatives and, if
regulation is necessary, to select regulatory approaches that maximize net benefits (including potential economic, environmental,
public health and safety effects, distributive impacts, and equity). Executive Order 13563 is supplemental to and reaffirms the
principles, structures, and definitions governing regulatory review as established in Executive Order 12866, emphasizing the
importance of quantifying both costs and benefits, of reducing costs, harmonizing rules, and promoting flexibility. Section 3(f)
of Executive Order 12866 defines a “significant regulatory action” as an action that is likely to result in a rule: (1) Having
an annual effect on the economy of $100 million or more in any one year, or adversely and materially affecting a sector of
the economy, productivity, competition, jobs, the environment, public health or safety, or State, local, or tribal governments or
communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise interfering with
an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement grants, user fees,
or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues arising out of
legal mandates, the President's priorities, or the principles set forth in the Executive Order. A regulatory impact analysis must
be prepared for major rules with economically significant effects ($100 million or more in any one year), and a “significant”
regulatory action is subject to review by the Office of Management and Budget (OMB).

This proposed rule is not likely to have economic impacts of $100 million or more in any one year; therefore, it has not been
designated an “economically significant” rule under section 3(f)(1) of Executive Order 12866. This proposed rule creates a
framework for the Department to resolve certain disputed claims regarding manufacturers overcharging covered entities and
disputed claims of diversion and duplicate discounts by covered entities audited by manufacturers under the 340B Program. HHS
does not anticipate the introduction of an administrative dispute resolution process to result in significant economic impacts.

The Regulatory Flexibility Act
The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) and the Small Business Regulatory Enforcement and Fairness
Act of 1996, which amended the RFA, require HHS to analyze options for regulatory relief of small businesses. If a rule has
a significant economic effect on a substantial number of small entities, HHS must specifically consider the economic effect of
the rule on small entities and analyze regulatory options that could lessen the impact of the rule. HHS will use an RFA threshold
of at least a 3 percent impact on at least 5 percent of small entities.

The proposed rule would affect drug manufacturers (North American Industry Classification System code 325412:
Pharmaceutical Preparation Manufacturing). The small business size standard for drug manufacturers is 750 employees.
Approximately 600 drug manufacturers participate in the 340B Program. While it is possible to estimate the impact of
the proposed rule on the industry as a whole, the data necessary to project changes for specific manufacturers or groups
of manufacturers is not available, as HRSA does not collect the information necessary to assess the size of an individual
manufacturer that participates in the 340B Program. The proposed rule would also affect health care providers. For purposes
of the RFA, HHS considers all health care providers to be small entities either by virtue of meeting the Small Business
Administration (SBA) size standard for a small business, or for being a nonprofit organization that is not dominant in its market.
The current SBA size standard for health care providers ranges from annual receipts of $7 million to $35.5 million. As of July
1, 2016, over 12,000 covered entities participate in the 340B Program, which represent safety-net healthcare providers across
the country.
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The proposed rule introduces an administrative mechanism to review claims by manufacturers that covered entities have violated
certain statutory obligations and claims by covered entities that have been overcharged for *53386  covered outpatient drugs by
manufacturers. The documentation required as part of this administrative process are documents that manufacturers and covered
entities are already required to maintain as part of their participation in the 340B Program. HHS expects that this documentation
would be sufficiently available prior to submitting a claim. Therefore, the collection of this information would not result in an
economic impact or create additional administrative burden on these businesses.

HHS believes the proposed administrative dispute resolution process will provide a cost-efficient option for resolving claims
that would otherwise remain unresolved or require litigation. The proposed rule provides an option to consolidate claims by
similar situated entities, and covered entities may have claims asserted on their behalf by associations or organizations which
could reduce costs. HHS has determined, and the Secretary certifies that this final rule will not have a significant economic
impact on a substantial number of small health care providers or a significant impact on the operations of a substantial number
of small manufacturers; therefore we are not preparing an analysis of impact for the purposes of the RFA. HHS estimates that the
economic impact on small entities and small manufacturers will be minimal and less than 3 percent. HHS welcomes comments
concerning the impact of this proposed rule on small manufacturers and small health care providers.

Unfunded Mandates Reform Act
Section 202(a) of the Unfunded Mandates Reform Act of 1995 requires that agencies prepare a written statement, which includes
an assessment of anticipated costs and benefits, before proposing “any rule that includes any Federal mandate that may result
in the expenditure by State, local, and Tribal governments, in the aggregate, or by the private sector, of $100 million or more
(adjusted annually for inflation) in any one year.” In 2014, that threshold level was approximately $155 million. HHS does not
expect this proposed rule to exceed the threshold.

Executive Order 13132—Federalism
HHS has reviewed this proposed rule in accordance with Executive Order 13132 regarding federalism, and has determined that
it does not have “federalism implications.” This proposed rule would not “have substantial direct effects on the States, or on
the relationship between the national government and the States, or on the distribution of power and responsibilities among the
various levels of government.” The proposals in this notice of proposed rulemaking, if implemented, would not adversely affect
the following family elements: family safety, family stability, marital commitment; parental rights in the education, nurture, and
supervision of their children; family functioning, disposable income, or poverty; or the behavior and personal responsibility of
youth, as determined under section 654(c) of the Treasury and General Government Appropriations Act of 1999. HHS invites
additional comments on the impact of this proposed rule from affected stakeholders.

Paperwork Reduction Act
The Paperwork Reduction Act of 1995 (44 U.S.C. 3507(d)) requires that OMB approve all collections of information by a
Federal agency from the public before they can be implemented. This proposed rule will not have a significant impact on the
current reporting and recordkeeping burden for manufacturers or covered entities under the 340B Program. Based on current
experience with the informal ADR process offered by the 340B Program, there have only been four requests for informal dispute
resolution since the inception of the Program. Of the four dispute resolution requests, two were terminated by HRSA due to non-
participation by one of the parties, another was dismissed due to lack of sufficient evidence, and the last was terminated because
the parties disputed the existence of any attempt of good faith resolution. The relatively small number is attributed to the success
of parties' attempts to resolve issues in good faith. Due to this very small number of informal dispute resolution requests, there
has been very limited experience to date with dispute resolution record keeping. Changes proposed in this rulemaking would
not result in significant reporting or recordkeeping burden. Comments are welcome on the accuracy of this statement.

Dated: May 24, 2016.
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James Macrae,

Acting Administrator, Health Resources and Services Administration.

Approved: June 7, 2016.

Sylvia M. Burwell,

Secretary. Department of Health and Human Services.

List of Subjects in 42 CFR Part 10
Biologics, Business and industry, Diseases, Drugs, Health, Health care, Health facilities, Hospitals, 340B drug pricing program.

For the reasons set forth in the preamble, the Department of Health and Human Services proposes to amend 42 CFR part 10
as follows:

PART 10—340B DRUG PRICING PROGRAM
1. The authority citation for part 10 is revised to read as follows:

Authority: Sec. 340B of the Public Health Service Act (42 U.S.C. 256b), as amended.
 42 CFR § 10.3
2. Amend § 10.3 by adding definitions for “Administrative Dispute Resolution (ADR) process”,” Administrative Dispute
Resolution Panel (340B ADR Panel)”, “Claim”, and “Consolidated claim” to read as follows:
 42 CFR § 10.3

§ 10.3 Definitions.
* * * * *
Administrative Dispute Resolution (ADR) process means a process used to resolve claims by covered entities that may have
been overcharged for 340B drugs purchased by manufacturers, and claims by manufacturers of 340B drugs, after a manufacturer
has conducted an audit of a covered entity, that a covered entity may have violated the prohibitions against duplicate discounts
or diversion.

Administrative Dispute Resolution Panel (340B ADR Panel) means a decision-making body within the Department that reviews
and makes a binding decision for claims brought under the ADR Process.
 * * * * *
Claim means an allegation made by or on behalf of a covered entity or by a manufacturer for purposes of the ADR Process.

Consolidated claim means the submittal of joint claims by covered entities (or their membership organization or association)
or manufacturers to the 340B ADR Panel asserting the same allegation against the same party.
 * * * * *
3. Revise subpart C to read as follows:

Subpart C—Administrative Dispute Resolution

Sec.
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10.20 Administrative Dispute Resolution Panel.

10.21 Claims.

10.22 Covered entity information requests.

10.23 Final agency decision.
42 CFR § 10.20

§ 10.20 Administrative Dispute Resolution Panel.
The Secretary shall establish a decision-making body known as the Administrative Dispute Resolution Panel (340B ADR Panel)
to review and make a binding final agency decision *53387  regarding claims filed by covered entities and manufacturers.

(a) Members of the 340B ADR Panel. (1) The Health Resources and Services Administration (HRSA) shall:

(A) Select three voting members of the 340B ADR Panel from a roster of eligible individuals and one ex-officio, non-voting
member from the staff of HRSA's Office of Pharmacy Affairs (OPA);

(B) Alternate the individuals on the 340B ADR Panel for each claim;

(C) Remove an individual from the 340B ADR Panel for cause; and

(D) Appoint replacement members should an individual be unable to complete his or her duties.

(2) No member of the 340B ADR Panel may have a conflict of interest, as defined in subsection (b) of this section.

(b) Conflicts of interest. All members of the 340B ADR Panel will be screened for conflicts of interest prior to reviewing a
claim. Conflicts of interest may include:

(1) Financial interest in a party involved, a subsidiary of a party involved, or in the claim before the 340B ADR Panel;

(2) Family or close relation to a party involved; and

(3) Current or former business or employment relation to a party.

(c) Duties of the 340B ADR Panel. The 340B ADR Panel will:

(1) Review and evaluate documents or information submitted by covered entities and manufacturers;

(2) Request additional information or clarification of an issue from any or all parties to make a final decision;

(3) Evaluate a claim in a separate session from the parties involved;

(4) Consult with OPA regarding any inquiries or concerns while reviewing a claim; and

(5) Make a final agency decision on each claim that will be communicated to HRSA for appropriate enforcement.
 42 CFR § 10.21

§ 10.21 Claims.
(a) Claims permitted. The ADR process is limited to the following:
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(1) Claims by a covered entity that it has been overcharged, as defined in § 10.11(b), by a manufacturer for a covered outpatient
drug; and

(2) Claims by a manufacturer, after it has conducted an audit of a covered entity pursuant to section 340B(a)(5)(C) of the PHSA,
that the covered entity has violated section 340B(a)(5)(A) of the PHSA, regarding the prohibition of duplicate discounts, or
section 340B(a)(5)(B) of the PHSA, regarding the prohibition of the resale or transfer of covered outpatient drugs to a person
who is not a patient of the covered entity.

(b) Requirements for filing a claim. (1) A covered entity or manufacturer must file a claim for administrative dispute resolution
in writing to HRSA within 3 years of the date of the alleged violation. Any file, document, or record associated with the claim
that is the subject of a dispute must be maintained by the covered entity and manufacturer until the final agency decision letter
is issued by the 340B ADR Panel.

(2) A covered entity filing a claim described in paragraph (a)(1) of this section must provide documents sufficient to demonstrate
its claim that it has been overcharged by a manufacturer, along with any such other documentation as may be requested by
HRSA.

(3) A manufacturer filing a claim under paragraph (a)(2) of this section must provide documents sufficient to demonstrate
its claim that a covered entity has violated the prohibition on diversion and/or duplicate discount, along with any such
documentation as may be requested by HRSA.

(c) Consolidation of claims. (1) Two or more covered entities may jointly file claims of overcharges by the same manufacturer
for the same drug or drugs if each covered entity that could file a claim against the manufacturer consents to the jointly filed
claim, and meets the minimum requirements, including submission of the required documentation, described in paragraph (b)
of this section.

(2) An association or organization may file claims of overcharges by the same manufacturer for the same drug or drugs on
behalf of multiple covered entities if each covered entity represented could file a claim against the manufacturer, is a member of
the association or organization, meets the requirements described in paragraph (b) of this section, including submission of the
required documentation, and each covered entity has agreed to representation by the association or organization on its behalf.

(3) A manufacturer or manufacturers may request to consolidate claims brought by more than one manufacturer against the
same covered entity if each manufacturer could individually file a claim against the covered entity, consents to the jointly filed
claim, meets the requirements described in paragraph (b) of this section for that claim, and the 340B ADR Panel determines
that such consolidation is appropriate and consistent with the goals of fairness and economy of resources. The 340B ADR Panel
will not permit joint claims filed on behalf of manufacturers by associations or organizations representing their interests.

(d) Deadlines and procedures for filing a claim. (1) Covered entities and manufacturers must file claims in writing to HRSA.
A claim must include all of the requirements in paragraph (b) of this section. Additional information to substantiate a claim
may be submitted.

(2) The party filing the claim must notify the opposing party in writing within 3 business days of the date the claim was filed and
must provide documentation of such notification to HRSA. The written notice to the opposing party must include a summary
of the documents submitted as part of the claim.

(3) HRSA will review all information submitted by the party filing the claim and will make a determination as to whether
all requirements are met and provide written notice to all parties within 20 business days after receiving the claim and any
subsequently requested information.
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(A) Claims that move forward for review. If HRSA finds that the party filing the claim submitted all required documentation
and thereby meets the requirements described in paragraph (b) of this section, written notification will be sent to both the
manufacturer and covered entity advising that the claim will be forwarded to the 340B ADR Panel for review.

(B) Claims that do not move forward for review. If HRSA finds that the claim does not meet the requirements described in
paragraph (b) of this section, written notification will be sent to both the manufacturer and covered entity detailing the reasons
that the claim did not move forward. A claim will not move forward for review by the 340B ADR Panel if the claim does not
meet the requirements in paragraph (b) of this section. That same claim may only be resubmitted if new information is presented
to support the alleged statutory violation.

(e) Responding to a submitted claim. Upon receipt of notification that a claim will move forward to the 340B ADR Panel for
review, the party in alleged violation will have 20 business days to submit a written response to the 340B ADR Panel. If an
opposing party does not respond to a request for information from HRSA or the 340B ADR Panel, or elects not to participate
in the 340B ADR process, the 340B ADR Panel will make a decision on the claim based on the information submitted in the
claim. The 340B ADR Panel will consider any additional information that was provided by the parties involved.
 42 CFR § 10.22

§ 10.22 Covered entity information requests.
*53388  (a) A covered entity must submit a written request for additional information necessary to support its claim to the

340B ADR Panel within 20 business days of the claim acceptance date. The 340B ADR Panel will review the information
request and notify the covered entity if the information request is beyond the scope of the claim and will permit the covered
entity to resubmit a revised information request if necessary.

(b) The 340B ADR Panel will submit the covered entity's information request to the manufacturer who must respond to the
request within 20 business days.

(c) The manufacturer must fully respond, in writing, to an information request from the 340B ADR Panel by the response
deadline.

(1) A manufacturer is responsible for obtaining relevant information from any wholesaler or other third party that may facilitate
the sale or distribution of its drugs to covered entities.

(2) If a manufacturer anticipates that it will not be able to respond to the information request by the deadline, it can request one
extension by notifying the 340B ADR Panel in writing within 15 business days of receipt of the request.

(3) A request to extend the deadline must include the reason why the current deadline is not feasible and must outline the
proposed timeline for fully responding to the information request.

(4) The 340B ADR Panel may approve or disapprove the request for an extension of time and will notify all parties in writing
of its decision.
 42 CFR § 10.23

§ 10.23 Final agency decision.
(a) The 340B ADR Panel will review documents submitted by the parties and determine if there is adequate support to conclude
that a violation as described in paragraph (a)(1) or (2) of § 10.21 has occurred.

(1) The 340B ADR Panel will prepare a draft agency decision letter based on its review and evaluation of all documents
submitted by the parties, including documents provided as required in paragraph (b) of § 10.21, information requests in support
of a claim, and responses to a claim.
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(2) The draft agency decision letter will be sent to all parties and will include the 340B ADR Panel's preliminary findings
regarding the alleged violation.

(3) All parties will have 20 business days to respond to the 340B ADR Panel's draft agency decision letter.

(b) The 340B ADR Panel will review the responses of all parties in producing the final agency decision letter.

(1) The final agency decision letter will represent the decision of a majority of the 340B ADR Panel's findings regarding the
claim and discuss the findings supporting the decision.

(2) The 340B ADR Panel will submit the binding final agency decision letter to all parties, and to HRSA, as necessary, for
appropriate enforcement action.

[FR Doc. 2016-18969 Filed 8-11-16; 8:45 am]

BILLING CODE 4165-15-P

End of Document © 2021 Thomson Reuters. No claim to original U.S. Government Works.
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85 FR 80632-01, 2020 WL 7319758(F.R.)
RULES and REGULATIONS

DEPARTMENT OF HEALTH AND HUMAN SERVICES
42 CFR Part 10

RIN 0906-AB26

340B Drug Pricing Program; Administrative Dispute Resolution Regulation

Monday, December 14, 2020

AGENCY: Health Resources and Services Administration, HHS.

*80632  ACTION: Final rule.

SUMMARY: The Health Resources and Services Administration (HRSA) implements section 340B of the Public Health Service
Act (PHSA), which is referred to as the “340B Drug Pricing Program” or the “340B Program.” This final rule will apply to
all drug manufacturers and covered entities that participate in the 340B Program. The final rule sets forth the requirements and
procedures for the 340B Program's administrative dispute resolution (ADR) process.
DATES: This final rule is effective January 13, 2021.

FOR FURTHER INFORMATION CONTACT: RADM Krista Pedley, Director, OPA, HRSA, 5600 Fishers Lane, Mail Stop
13N182, Rockville, MD 20857, or by telephone at 301-594-4353.

SUPPLEMENTARY INFORMATION:

I. Background
Section 602 of Public Law 102-585, the “Veterans Health Care Act of 1992,” enacted section 340B of the PHSA entitled
“Limitation on Prices of Drugs Purchased by Covered Entities,” which was codified at 42 U.S.C. 256b. The 340B Program
permits covered entities “to stretch scarce Federal resources as far as possible, reaching more eligible patients and providing
more comprehensive services.” H.R. Rep. No. 102-384(II), at 12 (1992). The Secretary of Health and Human Services
(Secretary) delegated the authority to establish and administer the 340B Program to the Administrator of HRSA. Eligible covered
entity types are defined in section 340B(a)(4) of the PHSA, as amended. Section 340B(a)(1) of the PHSA instructs HHS to enter
into pharmaceutical pricing agreements (PPAs) with manufacturers of covered outpatient drugs. Under section 1927(a)(5)(A) of
the Social Security Act, a manufacturer must enter into an agreement with the Secretary that complies with section 340B of the
PHSA “[i]n order for payment to be available under section 1903(a) or under part B of title XVIII for covered outpatient drugs
of a manufacturer.” When a drug *80633  manufacturer signs a PPA, it agrees that the prices charged for covered outpatient
drugs to covered entities will not exceed defined 340B ceiling prices. Those prices are based on quarterly pricing reports that
manufacturers must provide to the Secretary through the Centers for Medicare & Medicaid Services (CMS).

Section 7102 of the Patient Protection and Affordable Care Act (Pub. L. 111-148), as amended by section 2302 of the Health
Care and Education Reconciliation Act (Pub. L. 111-152), jointly referred to as the “Affordable Care Act,” added section
340B(d)(3) to the PHSA, which requires the Secretary to promulgate regulations establishing and implementing a binding ADR
process for certain disputes arising under the 340B Program. The purpose of the ADR process is to resolve (1) claims by covered
entities that they have been overcharged for covered outpatient drugs by manufacturers and (2) claims by manufacturers, after
a manufacturer has conducted an audit as authorized by section 340B(a)(5)(C) of the PHSA, that a covered entity has violated
the prohibition on diversion or duplicate discounts. The ADR process is an administrative process designed to assist covered
entities and manufacturers in resolving disputes regarding overcharging, duplicate discounts, or diversion. To resolve these
disputes, a panel charged with resolving the dispute may find it necessary to resolve related issues such as whether someone is
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a “patient” or whether a pharmacy is part of a “covered entity.” Historically, HHS has encouraged manufacturers and covered
entities to work with each other to attempt to resolve disputes in good faith. The ADR process is not intended to replace these
good faith efforts, but should be considered as a last resort in the event good faith efforts to resolve disputes have failed. In
addition, covered entities and manufacturers should carefully evaluate whether the ADR process is appropriate for minor claims
given the investment of the time and resources required of the parties involved and the government.

In 2010, HHS issued an advanced notice of proposed rulemaking (ANPRM) that requested comments on the development
of an ADR process (75 FR 57233, Sept. 20, 2010). HHS received 14 comments. In 2016, HHS issued a Notice of Proposed
Rulemaking (NPRM) and received 31 comments. The NPRM was removed from the HHS Regulatory Agenda in accordance
with a January 20, 2017, memorandum from the Assistant to the President and Chief of Staff, titled “Regulatory Freeze Pending
Review,” [FN1] which had the effect of pausing action on the proposed rule. The Secretary, however, did not formally withdraw
the NPRM, but rather left it open as a viable option. HHS considered the comments received on the NPRM in the development
of this final rule. This final rule will replace the 340B Program's guidelines on the informal dispute resolution process developed
to resolve disputes between covered entities and manufacturers, which were published on December 12, 1996 (61 FR 65406).
Finally, we note that in order to fairly, efficiently, and expeditiously resolve claims pursuant to the ADR process described in
this final rule, the Secretary hereby delegates to each 340B ADR Panel, constituted from members of the 340B Administrative
Dispute Resolution Board, the authority to make final agency decisions as set forth under 42 U.S.C. 256b(d)(3)(C) and codified
in 42 CFR part 10, as amended by this final rule.

1 See https://www.whitehouse.gov/presidential-actions/memorandum-heads-executive-departments-agencies/.

II. Summary of Proposed Provisions and Analysis and Responses to Public Comments
Part 10 of title 42 of the Code of Federal Regulations has been amended to incorporate the ADR process, which is described
below in conjunction with comments received to each such section.

General Comments
Comments received during the comment period addressed general issues. We have summarized those comments and have
provided a response below.

Comment: Commenters recommend that, before HRSA develops the ADR process, HRSA should establish foundational
guidance on key issues, as the conditions for creating such a process are not in place. Specifically, commenters suggest that
HRSA reform its guidelines regarding manufacturer audits of covered entities as they are outdated and do not allow for a
functioning ADR process; develop manufacturer refund procedures for cases where 340B ceiling prices change due to restated
Medicaid rebate metrics; finalize the process for calculating 340B ceiling prices and imposing civil monetary penalties; and
finalize the 340B mega-guidance.

Response: HHS finalized the 340B Drug Pricing Program Ceiling Price and Manufacturer Civil Monetary Penalties (CMP)
Regulation on January 5, 2017 (82 FR 1211). That regulation addressed the calculation of the 340B ceiling price, and imposition
of CMPs on manufacturers who knowingly and intentionally overcharge a covered entity. Neither updated manufacturer audit
guidelines nor the finalization of the 340B mega-guidance is needed to finalize the ADR process. The 340B statute empowers
the 340B ADR Panel reviewing a claim, as set forth in this final rule, to determine when there have been statutory violations
concerning overcharges, diversion, and duplicate discounts.

Comment: Several commenters urge HRSA to adopt those conventions for ascertaining deadlines that are commonly used
by other administrative bodies and courts. Commenters suggested that HRSA should use calendar days for deadlines rather
than business days as misunderstandings about correct deadlines and due dates can be avoided if HRSA were to adopt these
commonly used conventions.
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Response: HHS agrees with these comments. The ADR process will be governed, to the extent applicable, by the Federal Rules
of Civil Procedure and Federal Rules of Evidence, unless the parties agree otherwise and the 340B ADR Panel concurs. Rule
6 of the Federal Rules of Civil Procedure sets out the rules for computing any time period specified in the Rules and that Rule
will govern time computation under this regulation.

Comment: Commenters urge HRSA to clarify what would constitute a de minimis claim given the investment of time and
resources required of the parties involved. Commenters argue that while the parties may be able to assess what would constitute
a reasonable materiality threshold that would warrant pursuing the ADR process, having a standardized threshold could ensure
a more uniform and judicious use of the ADR process. Commenters recommend that covered entities could use a threshold of
5 percent of total 340B savings for establishing a de minimis claim.

Response: HHS agrees that some disputes may be too small to warrant the expenditure necessary to conduct a hearing on
the matter. Recognizing that petitioners can file jointly as warranted and that claims can be aggregated or consolidated, we
do not believe that setting a jurisdictional threshold, whexwhex ere money damages are sought, should adversely affect any
covered entity or manufacturer. We believe that an appropriate threshold for a claim or claims for money damages should be
$25,000; where equitable relief is sought, however, there will be no threshold for past damages provided *80634  that the relief
sought will be the equivalent of $25,000 in the twelve months following the 340B ADR Panel's decision. HHS is finalizing the
jurisdictional threshold for filing a claim in paragraph (b) of § 10.21.

Subpart C—Administrative Dispute Resolution

§ 10.20 Administrative Dispute Resolution Panel
In the proposed rule, HHS sought to establish a decision-making body to review and resolve claims in an unbiased and fair
manner, ensure fairness and objectiveness by avoiding conflicts of interest, and set forth the duties of the panel. In this final rule,
HHS is finalizing that proposal with some modifications. In this final rule, the Secretary shall establish a 340B Administrative
Dispute Resolution Board (Board) consisting of at least six members appointed by the Secretary with equal numbers from
the Health Resources and Service Administration (HRSA), the Centers for Medicare & Medicaid Services (CMS), and the
HHS Office of the General Counsel (OGC). Administrative Dispute Resolution Panels (340B ADR Panel) of three Board
members shall be selected by the HRSA Administrator to review claims and, pursuant to authority expressly delegated through
this rule by the Secretary, make precedential and binding final agency decisions regarding claims filed by covered entities
and manufacturers. HRSA and CMS Board members shall have relevant expertise and experience in drug pricing or drug
distribution. OGC Board members shall have expertise and experience in handling complex litigation.

(a) Members of the 340B ADR Panel.

HHS proposed that HRSA select a 340B ADR Panel to include three members, chosen from a roster of eligible individuals,
and one ex-officio, non-voting member chosen from the staff of the HRSA Office of Pharmacy Affairs (OPA) to facilitate the
review and resolution of claims within a reasonable timeframe. HHS is modifying that proposal. In this final rule, the HRSA
Administrator is empowered to select and convene three-member 340B ADR Panels, constituted from the above-referenced
Board, with one member from HRSA, CMS, and OGC with relevant expertise to review claims and make final agency decisions.
HHS proposed that individuals serving on a 340B ADR Panel may be removed for cause. HHS is finalizing that proposal. In this
final rule, if there is a conflict of interest, as described in paragraph (b), with respect to a claim, the 340B ADR Panel member
will be removed from the 340B ADR Panel and replaced by another individual from the Board.

Finally, HHS solicited specific comments on the proposed size and composition of the 340B ADR Panel, in particular whether
the 340B ADR Panel should be comprised of a set number of voting members to maintain consistency and transparency across
each claim that is reviewed, whether HHS should retain the flexibility to appoint a requisite number of voting members based on
the complexity of the claim and other factors, and whether the 340B ADR Panel should include at least one OPA staff member
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as a voting member or whether the inclusion of an OPA staff member as an ex-officio, non-voting member would be sufficient
to ensure adherence to 340B policies and procedures.

HHS received comments related to the composition of the 340B ADR Panel and after consideration of the comments received,
HHS has determined that each 340B ADR Panel must include one attorney from OGC with complex litigation expertise, along
with one member from HRSA and one member CMS, each with drug pricing, drug distribution, and other relevant 340B
expertise. A non-voting, ex-officio member from OPA will assist each three-member 340B ADR Panel.

Comment: Some commenters suggest that given that the 340B ADR Panel will likely review claims submitted by manufacturers
that involve audits conducted of covered entities, the 340B ADR Panel members should also have demonstrated expertise or
familiarity with the Government Audit Standards and expertise or familiarity with the 340B Program, in order to properly assess
the quality of the audit conducted.

Response: HHS believes the requirements set forth in the final rule allow for 340B ADR Panels with a wide breadth of experience
that will ensure an equitable review and fair outcome. In addition, each 340B ADR Panel will include a non-voting member of
OPA who would bring additional 340B Program expertise to the ADR proceedings.

Comment: Several commenters support the 340B ADR Panel's composition as proposed, specifically with respect to limiting the
340B ADR Panel to three members to maintain consistency and transparency across each claim reviewed while asserting that
a rotation of members will lead to conflicting decisions and inconsistency in dispute decisions. Some commenters recommend
that the final rule establish a fixed pool of seven potential 340B ADR Panel members who would serve on the pool for a defined
term. In addition, the commenters explain that 340B ADR Panel members would not develop expertise in the details of 340B
policies if they only occasionally served on the 340B ADR Panel.

Response: HHS disagrees that appointing a permanent board rather than alternating individuals is the best course. The United
States Courts of Appeals operate in panels of three and intra-circuit splits are rare. We are concerned that a single permanent
panel may be unable to fairly, efficiently, and expeditiously hear and resolve cases.

Comment: Commenters support the inclusion of at least one OPA staff member as an ex-officio, non-voting member to ensure
adherence to 340B policies and procedures. However, other commenters argue that OPA staff cannot be impartial due to their
day-to-day involvement with the 340B Program. These commenters argue that even a non-voting member would exercise too
much influence over the voting members, particularly if the voting members serve only part-time on the 340B ADR Panel.

Response: HHS appreciates the comments outlining both support and concern with OPA's participation in the process. HHS
believes that participation of an OPA staff member as a non-voting, ex officio member is beneficial to the 340B ADR Panel to
allow for quick and efficient responses to questions regarding the 340B statute, regulations, and policy and that an OPA staff
member would not exercise undue influence over the three voting members. The OPA staff member or members, as the case may
be, will be appointed by the Secretary to serve as a non-voting, ex officio member or members. See Federal Election Comm'n
v. NRA Political Victory Fund, 6 F.3d 821 (D.C. Cir. 1993), cert. dismissed for want of jurisdiction, 513 U.S. 88 (1994).

Comment: Commenters opposing OPA staff being involved or participating on the 340B ADR Panel suggest that HRSA
designate HHS Administrative Law Judges (ALJs) to decide 340B disputes. They argue that ALJs would be in the best position
to resolve 340B disputes as ALJs have training to decide administrative law issues correctly, and using an ALJ would ensure an
objective evaluation of each dispute by separating the dispute resolution function from HRSA's day-to-day activities and duties.

Response: The involvement of an OPA staff member as a non-voting, ex officio has been addressed above. HHS disagrees
that ALJ's are best positioned to resolve 340B disputes. The *80635  Department's established cadre of ALJs to resolve
disputes between the Department and private entities involving federal funds whether through grants, contracts, or under benefit
programs such as Medicare. Here, the 340B ADR Panels are more akin to an arbitration panel focusing on complex commercial
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arrangements between private actors, where Federal funds may not be directly involved. In this final rule, HHS is establishing
340B ADR Panels, which are uniquely situated to handle the complexities of the 340B Program and related disputes.

Comment: Commenters recommend that the final rule include a provision that allows either party to object to a particular 340B
ADR Panel member.

Response: HHS appreciates the comment but believes this is unnecessary as 340B ADR Panel members will be screened for
conflicts of interest before reviewing a claim.

(b) Conflicts of interest.

To ensure fairness and objectiveness, HHS proposed that each 340B ADR Panel member be screened prior to reviewing a claim
and not be allowed to conduct a review if any conflicts of interest exist. For example, the individual would not review a claim
if he or she has a conflict of interest with respect to the parties involved in the claim or the subject matter of the claim. HHS
proposed that individuals be screened for conflicts of interest in accordance with U.S. Office of Government Ethics policies and
procedures applicable to Federal employees. Conflicts of interest may include the following: (1) Financial interest; (2) family or
close relation to a party involved; and (3) current or former business or employment relation to a party. HHS received comments
in support of the provision to review for conflicts of interest and is finalizing this section as proposed. Below is a summary of
the comments received and HHS' responses.

Comment: Several commenters agree that the 340B ADR Panel members should have demonstrated expertise or familiarity
with the 340B Program. These commenters also agree that the 340B ADR Panel members be screened for potential conflicts of
interest. Commenters suggest that the final rule include flexibility to expand the 340B ADR Panel beyond the three members
to ensure expeditious review of complex 340B claims.

Response: HHS appreciates the comments regarding the expansion of 340B ADR Panel members; however, it does not believe
adding more members would expedite the review process.

(c) Duties of the 340B ADR Panel.

HHS proposed that once the 340B ADR Panel receives a claim, the 340B ADR Panel would consider all documentation provided
by the parties and may request additional information or clarification from any party involved with the claim.

After further consideration, HHS has determined that a 340B ADR Panel reviewing a claim may consult with OPA subject
matter experts regarding 340B program requirements, may entertain motions to dismiss pursuant to Rule 12 of the Federal
Rules of Civil Procedure, may permit limited discovery, as necessary, may entertain motions for summary judgment (see Fed.
R. Civ.P. 56), and may hold evidentiary hearings as necessary. The 340B ADR Panel's final agency decision must represent
the decision of a majority of the 340B ADR Panel members, but need not be unanimous. The 340B ADR Panel's final agency
decision shall be precedential and binding on the parties to the claim. HHS did not receive any comments related to the duties
of the 340B ADR Panel. This final rule provides the 340B ADR Panel significant discretion in determining relevant material
to consider and the manner to conduct its evaluation.

As with typical administrative hearings, the petitioner in an ADR proceeding would bear the burden of persuasion by a
preponderance of the evidence. See Administrative Procedure Act, 5 U.S.C. 556(d) (“the proponent of a rule or order shall have
the burden of proof.”); Director, OWCP v. Greenwich Collieries, 512 U.S. 267 (1994).

§ 10.21 Claims
(a) Initiating an action. In the NPRM, HHS proposed deadlines and procedures for filing a claim in § 10.21(f). To address some
redundancies, HHS is consolidating and finalizing the requirements for initiating an ADR action in a new paragraph (a) of §
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10.21. Correspondingly, the comments received on the proposals in the NPRM regarding deadlines and procedures for filing
a claim are addressed here in paragraph (a).

In the NPRM, HHS proposed that covered entities and manufacturers file a claim demonstrating that they satisfy certain
threshold requirements and that the party filing a claim must send written notice to the opposing party regarding the claim
within 3 business days of submitting the claim and the party must submit confirmation of the opposing party's receipt or
acknowledgement of receipt. HHS also proposed that the written notice to the opposing party must include a summary of the
documents submitted as part of the claim. HHS proposed that information will be reviewed that is submitted as part of the claim
to verify that the requirements for filing a claim have been met. The initiating party would then be contacted once the claim has
been received and may request additional information before accepting a claim for review by the 340B ADR Panel. If HRSA
requests additional information, the party filing the claim would have 20 business days of receipt of the request to respond.
Claims would not move forward for review by the 340B ADR Panel if a party files a claim for any purpose other than those
specified in the statute (i.e., overcharging, duplicate discount, or diversion), or if the alleged violation occurred more than 3
years before the date of filing the claim.

HHS proposed that a determination will be made as to whether all requirements are met and provide written notice to all parties
within 20 business days after receiving the claim and any subsequently requested information. If it is determined the claim
includes all necessary documentation and meets the requirements for filing a claim, the claim would be forwarded to the 340B
ADR Panel for review. Additional information would be provided on the 340B ADR process to all parties at that time, including
contact information for requested follow-up communications and an approximate timeframe for the 340B ADR Panel's review.

HHS proposed that if the claim does not move forward for review by the 340B ADR Panel, written notice would be sent to
the parties involved that includes the basis for the determination and would advise the party that they may revise and refile the
claim if the party had new information to support the alleged statutory violation.

HHS is finalizing these filing requirements with some changes. Any covered entity or manufacturer may initiate an action for
monetary damages or equitable relief against a manufacturer or covered entity, as the case may be, by filing a written petition
for relief with HRSA that satisfies all of the requirements set forth in this section. The parties may voluntarily submit additional
information to substantiate a claim. In this final rule, HHS also clarifies that the party filing a claim must mail a copy of its
petition, along with any attachments, to the General Counsel or other senior official (e.g., Executive Director) opposing party
or legal counsel for the opposing party, if applicable, at its principal place of business by certified mail, return receipt requested,
within three days of filing the *80636  claim with HRSA. HHS intends for the 340B ADR Panel to have wide latitude to
define the proper course of conduct, scope of the process, and any additional instructions necessary or desirable for the ADR
proceedings. HHS underscores that the 340B ADR Panel may in its sole judgment request additional information from the
parties to ensure that it will be able to conduct a fair, efficient, and expeditious review of a claim. Our summary of the comments
and responses follow.

Comment: Some commenters request that just as covered entities have advance notice of potential claims due to a prior audit,
manufacturers should also know about a potential covered entity's claim so that the parties can make good faith efforts to resolve
the claim. These commenters explain that such an early notification requirement for covered entities would reinforce HHS'
efforts to limit the ADR process to disputes that cannot be resolved informally and would be consistent with the requirement
suggested earlier in this letter that any claim (whether asserted by a manufacturer or covered entity) must be accompanied by
documentation of prior good faith efforts to resolve the dispute. Advance notification of potential claims and the opportunity
to resolve them are crucial. Accordingly, manufacturers should have the same advance notice of potential claims as covered
entities that learn of such claims due to a prior audit.

Response: While HHS appreciates the comments regarding advance notification to manufacturers of claims, it does not agree
with the assertion that a manufacturer audit constitutes notification of a manufacturer filing an ADR claim. If a manufacturer
engages in ADR after an audit of a covered entity, the manufacturer must provide written notice. Further, HHS believes there
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is already a process in place for good faith negotiations between manufacturers and covered entities that occurs before filing
an ADR claim.

Comment: When reviewing the sufficiency of a claim, HHS proposed that HRSA will decide whether a claim will move forward
for review. Commenters request that HRSA include an additional safeguard clarifying that the individual or individuals who
review the sufficiency of a claim should not be involved further in the process. The 340B ADR Panel should receive the claim
(including any supporting documentation and response) as one complete package. That way, the 340B ADR Panel would be able
to review the claim as a matter of first impression. The 340B ADR Panel could remain impartial, and would not be prejudiced
by any claims that are initially deemed inadequate or that are further refined through additional documentation.

Response: HHS disagrees that the 340B ADR Panel could not remain impartial or would be prejudiced by claims that are
initially deemed inadequate or that are further refined through additional documentation. In any event, HHS anticipates that
the 340B ADR Panel will receive a complete package with all of the supporting documentation that is submitted by the parties
for ADR review and resolution.

(b) 340B ADR Panel's jurisdiction. In response to comments received as discussed above (General Comments), HHS is
finalizing this new paragraph (b), which provides that the 340B ADR Panel shall have jurisdiction to entertain any petition
where the damages sought exceed $25,000 or where the equitable relief sought will likely have a value of more than $25,000
during the twelve-month period after the 340B ADR Panel's final agency decision, provided the petition asserts claims of the
type set forth below.

(c) Claims permitted.

Section 7102 of the Affordable Care Act added section 340B(d)(3) of the PHSA, which instructs the Secretary to establish and
implement a binding ADR process to resolve certain 340B Program statutory violations. Section 340B(d)(3)(A) of the PHSA
specifies that the ADR process is to be used to resolve: (1) Claims by covered entities that they have been overcharged by
manufacturers for drugs purchased under this section, and (2) claims by manufacturers, after a manufacturer has conducted
an audit of a covered entity, as authorized by section 340B(a)(5)(C) of the PHSA, that a covered entity has violated the
prohibitions against duplicate discounts and diversion (sections 340B(a)(5)(A) and (B) of the PHSA). This includes covered
entity eligibility, patient eligibility, or manufacturer restrictions on 340B sales that the 340B ADR Panel deems relevant for
resolving an overcharge, diversion, or duplicate discount claim. Each 340B ADR Panel will necessarily have jurisdiction to
resolve all issues underlying any claim or defense, including, by way of example, those having to do with covered entity
eligibility, patient eligibility, or manufacturer restrictions on 340B sales that the 340B ADR Panel deems relevant for resolving
an overcharge, diversion, or duplicate discount claim in a fair, efficient, and expeditious manner.

Comment: Some commenters suggest that the proposed rule's requirement that permits claims by a manufacturer only after it has
conducted an audit of a covered entity pursuant to section 340B(a)(5)(c) of the PHSA is overly burdensome. These commenters
claim that in addition to audits being costly and time-consuming, there are instances where an audit of a covered entity is not
possible, but a legitimate basis for a dispute exists. For example, a covered entity may reasonably or unreasonably withhold
audit information or behave in a manner that would make an audit ineffective.

Response: HHS disagrees that the process for conducting an audit of a covered entity is improperly burdensome. More important,
HHS does not have the authority to waive this statutory requirement. Section 340B(d)(3)(B)(iv) of the PHSA states that the
ADR process requires “that a manufacturer conduct an audit of a covered entity pursuant to subsection (a)(5)(C) as a prerequisite
to initiating administrative dispute resolution proceedings against a covered entity.”

Comment: Some commenters recommend that HHS clarify that it is outside of the jurisdiction of the ADR process for a covered
entity to pursue claims which challenge a manufacturer's Average Manufacturer Price (AMP) or best price (BP) calculations as
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a covered entity's claims are limited to the allegation that they were overcharged relative to the statutory 340B ceiling price as
calculated using the manufacturer's current “as submitted” AMP and BP data.

Response: Section 340B(d)(3)(A) of the PHSA states, in part, that the ADR process is to resolve claims of alleged 340B
overcharges. HHS believes that to do so, the 340B ADR Panel may find it necessary to assess whether the manufacturer's
claimed “ceiling price” is in fact accurate. Even though a challenge to the claimed ceiling price is within the 340B ADR Panel's
jurisdiction and any potential overcharges that may have resulted from an incorrect ceiling price, a challenge to a manufacturer's
AMP or BP calculations is beyond the scope of this jurisdiction.

Comment: A few commenters recommend that HRSA consider allowing the parties the opportunity to voluntarily select
mediation, as opposed to arbitration, as a mechanism for resolving disputes. Only after the attempt at mediation proves
unsuccessful or if the parties do not agree to meditation, then the process should move to binding arbitration before the 340B
ADR Panel.

Response: HHS appreciates the comments regarding the ability of the parties to select mediation as opposed to *80637
arbitration. HHS notes that there is already an informal process in place for good faith negotiations between covered entities
and manufacturers to attempt to resolve 340B disputes before pursuing ADR.

(d) Limitations of actions.

In the NPRM, HHS proposed that the covered entity and the manufacturer meet certain requirements for filing an ADR claim set
forth in proposed paragraph (d). The proposed requirements would ensure that a claim of the type specified in section 340B(d)
(3)(A) of the PHSA is the subject of the dispute.

The Department proposed that covered entities and manufacturers file a written claim, based on the facts available, or that
should have been available, within 3 years of the date of the sale at issue in the alleged violation and that any claim not filed
within 3 years would be time barred. The proposed requirement that a claim be filed within 3 years is consistent with the record
retention expectations for the 340B Program and would ensure that covered entities and manufacturers have access to relevant
records needed to review and respond to claims. The party filing the ADR claim would need to submit documents with each
claim to verify that the alleged violation is not time barred. This proposed requirement would prevent a party from asserting
a claim that is stale.

HHS also proposed that any file, document, or record associated with a claim be maintained by the covered entity or
manufacturer until the 340B ADR Panel's final agency decision is issued unless the 340B ADR Panel provides otherwise. HHS
received comments both agreeing with and questioning the timeframe proposed. HHS is finalizing this provision of the rule as
proposed, with some modifications, to ensure consistency with requirements set forth in 340B PPAs setting record retention for
3 years for both manufacturers and covered entities. Below is a summary of the comments received and HHS' responses.

Comment: While many commenters agree with the effort to establish a timeframe by which the parties should file a claim,
many disagree with the proposed 3-year requirement and suggest a period of at least 5 years. Certain commenters urge HHS to
extend the document retention period to take into account the length of manufacturer audits and the time it may take to work
with manufacturers on potential solutions (e.g., which could include beginning the 3-year period on the date that the required
covered entity audit is concluded, or other similar solutions). Other commenters urge HHS to adopt a different start date based
on when a manufacturer restates the 340B ceiling price or when a covered entity discovers that the manufacturer should have
restated the 340B ceiling price.

Response: HHS is changing the title of paragraph (d) to “Limitation of Actions” in this final rule. HHS appreciates comments
regarding the requisite record retention period. HHS plans to finalize the 3-year period to be consistent with the PPA record
retention requirements that apply to both covered entities and manufacturers. However, the three-year time limit would be
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subject to normal rules governing statutes of limitations that are not jurisdictional, including the doctrine of equitable tolling.
See United States v. Wong, 575 U.S. 402, No. 13-1074 (2015); United States v. June, 575 U.S. 402, No. 13-1075 (2015).

Covered Entity Claims
In the NPRM, HHS proposed that to be eligible for the ADR process, each claim filed by a covered entity must include
documents sufficient to demonstrate a covered entity's claim that it has been overcharged by a manufacturer, along with any
such documentation as may be requested to evaluate the veracity of the claim. Such documentation may include: (1) A 340B
purchasing account invoice which shows the purchase price by national drug code (NDC), less any taxes and fees; (2) the 340B
ceiling price for the drug during the quarter(s) corresponding to the time period(s) of the claim; and (3) documentation of the
attempts made to purchase the drug via a 340B account at the ceiling price, which resulted in the instance of overcharging. HHS
believes that these documents are readily available to a covered entity through the usual course of business and should not be
overly burdensome to produce. HHS, however, recognizes that in some cases, a covered entity or manufacturer may not have
access to all needed documentation. HHS may also request that a party in need of information provide it with a written summary
of attempts to work in good faith to resolve issues with the other party. In cases where documents are essential to a case, but
not in the possession of one party and are not provided voluntarily by the other party, the 340B ADR Panel may request the
documents and ensure that they become a part of the administrative record and that in most cases, summary judgment would
not be entertained where there are outstanding documents in the possession of the party seeking summary judgment but not
in the possession of the other party. HHS received comments recommending additional instructions on how to file claims and
the type of information requested, which are addressed below. HHS clarifies in this final rule that notwithstanding Rules 8 and
10 of the Federal Rules of Civil Procedure, a covered entity filing a claim described in paragraph (c)(1) of this section must
provide documents sufficient to demonstrate in its claim that it has been overcharged by a manufacturer, along with any such
other documentation as may be requested by the 340B ADR Panel.

Comment: Some commenters recommend that HHS should separate covered entity documentation requirements for the different
types of illustrative overcharge claims: (1) Claims that the initial purchase price of a drug purchased by the covered entity
exceeded the ceiling price at that time; and (2) claims that the purchase price of a drug should have been adjusted downward
later and a refund should have been issued at a specified later point in time, but was not issued within the time period required
under HRSA's yet-to-be-developed refund procedure.

Response: HHS disagrees and believes the documentation requirements set forth in this final rule will provide, in most cases,
the necessary information to ascertain the type of overcharge a covered entity is alleging in its claim. Where that is not the case,
the petitioner would be entitled to limited discovery, in the case of a covered entity, or an opportunity to make an information
request to the 340B ADR Panel, in the case of a manufacturer.

Comment: Commenters object to the requirement that covered entities would need to submit 340B ceiling price information
when initiating a claim. According to those commenters, the proposed rule did not consider that covered entities do not have
access to 340B ceiling prices, and this information is central to proving that a manufacturer overcharged for a drug. These
commenters suggest that HRSA fast-track the development of the ceiling price system that would ensure a level playing field
in the ADR process.

Response: HHS has acted to ensure that covered entities have access to the 340B ceiling price, through its launch of the pricing
component of the 340B Office of Pharmacy Affairs Information System in January 2019. Every active covered entity has access
to the pricing component of 340B OPAIS and can view the prices of all active National Drug Codes (NDC) in the 340B Program.
A covered entity's authorizing official and primary contact have secure access through an account and two-factor *80638
authentication. A manufacturer's authorizing official and primary contact also have access to this secure, online system to view
the prices of their company's NDCs.

Manufacturer Claims
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In the NPRM, HHS proposed that, to be eligible for the 340B ADR process, each manufacturer claim must include documents
sufficient to demonstrate that a covered entity has violated the prohibition on diversion or duplicate discount. After receiving
such a claim, HRSA may request the following documentation for an initial screening of the claim: (1) A final audit report to
indicate that the manufacturer audited the covered entity for compliance with the prohibition on diversion (section 340B(a)(5)
(B) of the PHSA) or duplicate discounts (section 340B(a)(5)(A) of the PHSA), and (2) the covered entity's written response
to the manufacturer's audit finding(s). HRSA may also request that the manufacturer submit a written summary of attempts to
work in good faith to resolve the claim with the covered entity. In this final rule, HHS clarifies that it is the 340B ADR Panel that
is reviewing a claim that is responsible for making a request for documents or other information from a party, and not HRSA.
We further note that notwithstanding Rules 8 and 10 of the Federal Rules of Civil Procedure, a manufacturer filing a claim under
paragraph (c)(2) of this section must provide documents sufficient to demonstrate its claim that a covered entity has violated the
prohibition on diversion or duplicate discount, along with any such documentation as may be requested by the 340B ADR Panel.

Comment: Commenters express concern that the causes of actions for manufacturers to file a claim are limited to two instances
(diversion and duplicate discounts) and recommend that they be broadened to include other legitimate claims, particularly for
other unforeseen examples that may emerge. The commenters recommend an inclusion of “catch-all” language that would
allow the 340B ADR Panel to accept other legitimate claims, such as a dispute of the covered entity's eligibility that led the
manufacturer to grant the 340B ceiling price, or a dispute concerning the dollar amount attributable to a violation.

Response: HHS agrees that in adjudicating claims of duplicate discounts and diversion, it may be necessary for a 340B ADR
Panel to address issues such as covered entity eligibility in making its decisions. HHS is clarifying in this final rule that a 340B
ADR Panel's review of diversion and duplicate discounts may include a review of issues such as whether an individual does
not qualify as a patient for 340B Program purposes and claims that a covered entity is not eligible for the 340B Program. These
issues, although they may appear ancillary, would be entertained because they may determine the outcome of any claim by the
manufacturer that the covered entity has engaged in diversion.

Comment: Commenters recommend that HHS exclude specific types of allegations involving duplicate discounts, including
the following: (1) The allegation involves duplicate discounts on claims submitted to Medicaid managed care organizations
(MCOs); (2) the covered entity incorrectly elected Medicaid carve-out status on the OPA database or failed to include state-
mandated modifiers on its claims, but the state Medicaid agency did not claim rebates on the 340B drugs purchased by the
covered entity; and (3) a covered entity has correctly listed its carve-in status on the OPA database and has included state-
mandated modifiers on its claims, or otherwise followed state requirements to identify 340B drugs, but the state Medicaid
agency claimed rebates on the 340B drugs purchased by the covered entity nonetheless.

Response: HHS appreciates these comments, and 340B ADR Panels will consider the first and third types of claims listed above
as section 340B(d)(3)(B) of the PHSA states that the decision-making body or official shall be responsible for considering
manufacturer duplicate discount claims (violations of section 340B(a)(5)(A) of the PHSA). 340B ADR Panels will not consider
claims where the covered entity incorrectly elected Medicaid carve-out status on the OPA database or failed to include state-
mandated modifiers on its claims, but the state Medicaid agency did not claim rebates on the 340B drugs purchased by the
covered entity, as manufacturers would have not demonstrated that the drugs at issue were subject to duplicate discounts under
the Medicaid Drug Rebate and the 340B Programs.

(e) Combining claims.

In the NPRM, HHS proposed that, if requested, covered entities or manufacturers may be permitted to combine their individual
claims. Section 340B(d)(3)(B)(vi) of the PHSA permits “multiple covered entities to jointly assert claims of overcharges by
the same manufacturer for the same drug or drugs in one administrative proceeding . . . .” HHS proposed that for joint claims,
the claim must list each covered entity and include documentation or information from each covered entity demonstrating that
the covered entity meets all of the requirements for filing a claim with HHS and that a letter requesting consolidation of claims
must also accompany the claim and must document that each covered entity consents to the consolidation of the claims.
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Pursuant to section 340B(d)(3)(B)(vi) of the PHSA, joint claims are also permitted on behalf of covered entities by associations
or organizations representing their interests. Therefore, HHS proposed that the covered entities must be members of the
association or the organization representing them and that each covered entity must meet the requirements listed in paragraph
(d) for filing a claim. The proposed joint claim must assert overcharging by the same manufacturer for the same drug(s), and
the organization or association will be responsible for filing the claim. HHS also proposed requiring that a letter requesting
consolidation of claims must accompany the claim and must document that each covered entity consents to the organization
or association asserting a claim on its behalf.

Similarly, at the request of two or more manufacturers, section 340B(d)(3)(B)(v) of the PHSA permits the consolidation of
claims brought by more than one manufacturer against the same covered entity if consolidation is appropriate and consistent
with the statutory goals of fairness and economy of resources. HHS proposed that the claim must list each manufacturer and
include documentation or information from each manufacturer demonstrating that the manufacturer meets the requirements
listed in paragraph (d) for filing a claim. HHS also proposed that a letter requesting consolidation of claims must be submitted
with the claim and must document that each manufacturer consents to the consolidation of the claims. The statutory authority
for implementing the 340B ADR process does not permit consolidated claims on behalf of manufacturers by associations or
organizations representing their interests. Therefore, HHS did not propose this option in the NPRM.

With regard to the consolidation of claims by manufacturers against a covered entity, HHS sought specific comment on the
grounds under which consolidation would be consistent with the statutory goals of fairness and economy of resources, as
required by section 340B(d)(3)(B)(v) of the PHSA. In addition, while HHS proposed, as required by the 340B statute, an
ADR *80639  process that allows manufacturers to consolidate claims against a covered entity, we recognized the operational
challenges presented by the statutory requirement for a manufacturer to first audit the covered entity. HHS, therefore, sought
comment on how manufacturers requesting a consolidated claim against a covered entity could satisfy the audit requirement.
HHS received comments regarding the combining of claims for both manufacturers and covered entities. Both covered entities
and manufacturers request the same drugs and alleged violations be present when making a request for combining claims and
entering into the dispute process. HHS is finalizing this section as proposed as it did not receive specific comments on how to
address the operational challenges set forth in the proposed rule and believes the process proposed to be sound, fair, and equitable
to both parties. However, it should be noted that consolidation of claims by manufacturers against a single covered entity, or
joint claims by multiple covered entities against one manufacturer shall be governed by this section guided by the relevant Rules
of the Federal Rules of Civil Procedure (Rules), including Rules that contemplate multiple petitioners. Additionally, joinder,
consolidation, and other third-party practice not referenced in this subsection (e) shall be governed by the Rules, as relevant,
unless the parties and 340B ADR Panel agree otherwise. Below is a summary of the comments received and HHS' responses.

Comment: For consolidated manufacturer claims, commenters request that HHS should add a requirement that: (1) All
manufacturers assert covered entity duplicate discount violations, diversion violations, or both arising out of the same policy
or practice by the covered entity; and (2) all manufacturers assert these violations during the same time period. HHS must
also recognize manufacturers' right to pursue claims (consolidated or otherwise) through a trade association or other agent of
their choice.

Response: HHS disagrees. HHS believes that the above proposal would unnecessarily limit the scope of claims that could
be brought against a covered entity, when the 340B statute provides only that the claim be based on a duplicate discount or
diversion. The statutory ADR provisions allow associations to file joint ADR claims on behalf of covered entities; however, it
does not include similar language for associations to file consolidated claims filed on behalf of manufacturers. Therefore, HHS
will not alter the final rule to permit joint claims by associations representing manufacturers.

Comment: While the proposed rule outlines that covered entities must submit a letter requesting consolidation of claims, some
commenters suggest that HHS further require covered entities to provide proof of consent of an organization or association
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asserting a claim on the covered entities' behalf. These commenters argue that the proposed rule implies that a covered entity
would have to request and be granted permission in order to combine claims, which is not consistent with the statute.

Response: Section 340B(d)(3)(vi) allows for the combining of claims by a covered entities and does require proof of consent.
HHS has outlined a process for resolving 340B disputes and has given the 340B ADR Panels wide latitude to establish the
proper course of conduct and scope of the process including any additional deadlines, procedures, or instructions that may be
necessary or desirable for a fair, efficient, and expeditious ADR proceeding.

Comment: Commenters recommend that HHS clarify that multiple covered entities may combine claims as long as they
have in common an overcharge allegation relating to at least one of the same NDCs. For example, if one covered entity
alleges overcharges against a manufacturer for three NDCs and another covered entity alleges overcharges against the same
manufacturer for two out of three of those NDCs (potentially because the second covered entity only purchased two of the three
drugs), these commenters suggest that covered entities should be permitted to combine their claims.

Response: Section 10.21(e) allows for the combining of covered entities' overcharge claims against the same manufacturer for
the same drug or drugs. The 340B statute does not require that joint claims contain overcharge claims for the identical set of
NDCs. Section 340B(d)(3)(B)(vi) states that “multiple covered entities . . . (may) jointly assert claims of claims of overcharges
by the same manufacturer for the same drug or drugs in one administrative proceeding[.]”

(f) Responding to a submitted claim.

In the NPRM, HHS proposed that once the parties have been notified that the claim has met the filing requirements (subsection
(b) of the NPRM) and will move forward for review by the 340B ADR Panel, the opposing party will have 20 business days to
submit a written response to the allegation to the 340B ADR Panel. The 340B ADR Panel may make subsequent requests for
information regarding the claim as needed, and will consider any additional information provided by the named parties involved.
However, if an opposing party does not respond to the ADR Panel's request for information or otherwise elects not to participate
in the 340B ADR process, the 340B ADR Panel will issue its decision on the claim based on the information submitted in the
claim. Commenters raised concerns regarding the lack of detail as it relates to timeframes and recommends set timeframes.

After consideration of the comments received, HHS is finalizing this section with some changes. In this final rule, HHS is
extending the timeframe for responding to a claim. After an initiating party (or Petitioner) has received notification from HRSA
that its claim will move forward to a 340B ADR Panel for review, the opposing party (or Respondent) will have 30 days to
submit a written response to the 340B ADR Panel that may be of the type authorized by Rules 12, 13, or 56 of the Federal
Rules of Civil Procedure. The 340B ADR Panel may issue additional instructions as may be necessary or desirable governing
the conduct of ADR proceedings, including instructions pertaining to deadlines for submission of additional information that
it may request. If the opposing party does not respond to the claim from the Petitioner, the 340B ADR Panel may enter a final
agency decision by default in favor of the Petitioner. HHS believes that in a proceeding for damages, the Petitioner must still
introduce evidence sufficient to support its claim for damages even though the merits have been resolved through default.

Comment: Several commenters raise concerns about the proposed rule's lack of detail regarding the timeframes for the 340B
ADR Panel. They suggest that to better ensure predictability of the ADR process, HRSA should establish discreet timeframes
for each of the steps in the ADR process for which HRSA is responsible. They explain that identifying these timeframes in the
final rule will improve transparency of the process for all parties involved.

Response: HHS disagrees with the assertion that detailed timeframes must be established at this juncture for each step in the
ADR process. Flexibility is needed as each dispute will be evaluated on its merits and the documents presented, and some
disputes may take longer than others based on the level of complexity. The 340B ADR Panel is empowered to utilize the
deadlines set forth in the *80640  Federal Rules of Civil Procedure as necessary.
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Comment: Some commenters recommend that HRSA change the period to respond to claims to 60 days as opposed to 20
business days, with potential extensions if needed. These commenters urge HRSA to provide more flexibility, especially as
those involved in the process may not have had adequate prior notice of the subject of the claim. The commenters claim that
the proposed 20 business day response time frame does not provide manufacturers sufficient time to review the data underlying
a claim, assess the factual or legal questions raised by the claim, and prepare a response.

Response: HHS recognizes that there will be instances that require time beyond the stated deadlines. HHS has included in the
final rule a provision that the “340B ADR Panel may issue additional instructions as may be necessary or desirable governing
the conduct of ADR proceedings, including instructions pertaining to deadlines for submission of additional information.”

§ 10.22 Information requests
Pursuant to section 340B(d)(3)(B)(iii) of the PHSA, regulations promulgated by the Secretary for the 340B ADR process will
establish procedures by which a covered entity may discover and obtain information and documents from manufacturers and
third parties as may be relevant to a claim that the manufacturer has overcharged the covered entity. The NPRM proposed
that such covered entity information requests be facilitated by the 340B ADR Panel. HHS proposed that a covered entity must
submit a written request for information to the 340B ADR Panel no later than 20 business days after the entity was notified
that the claim would move forward for the 340B ADR Panel's review. The 340B ADR Panel will review the information/
document request to ensure that it is reasonable and within the scope of the asserted claim. The 340B ADR Panel will notify
the covered entity in writing if its request is deemed as such and permit the covered entity to submit a revised information/
document request, if it is not.

In this section, HHS proposed that the 340B ADR Panel will consider relevant factors, such as the scope of the information/
document request, whether there are consolidated claims, or the involvement of one or more third parties in distributing drugs
on behalf of the manufacturer and that once reviewed, the 340B ADR Panel will submit the information/document request to
the manufacturer, which must respond within 20 business days.

HHS also proposed that the manufacturer must fully respond in writing to the information request and submit its response
to the 340B ADR Panel by the stated deadline and that the manufacturer is responsible for obtaining relevant information/
documents from wholesalers or other third parties that may facilitate sales or distribution of its drugs to covered entities. HHS
proposed that if a manufacturer anticipates it will not be able to fully respond by the deadline, the manufacturer may request one
extension in writing within 15 business days. The extension request that is submitted to the 340B ADR Panel must include any
available information, the reason why the deadline is not feasible, and outline a proposed timeline for fully responding to the
information request. The 340B ADR Panel will review the extension request and notify both the manufacturer and the covered
entity in writing as to whether the request for an extension is granted and the date of the new deadline. If a manufacturer does
not respond to a request for information, HHS proposed that the 340B ADR Panel will issue its decision on the claim based
on the information submitted in the submitted claim package. Many of the commenters recommended changes to the ability
of parties to request and receive information during the course of the ADR proceedings including allowing a manufacturer to
submit an information request, which was not addressed in the NPRM.

HHS has decided to broaden the scope of this section to include information requests from the 340B ADR Panel. To provide
further guidance to the parties involved, HHS has also decided that covered entities' discovery shall be governed by the Federal
Rules of Civil Procedure. While HHS limited the scope of these information requests to covered entities in the NPRM, consistent
with the limited discovery requirements of the statute pertaining to covered entities, this final rule allows the 340B ADR Panel
to request additional information from a party if deemed necessary to ensure that claims shall be resolved fairly, efficiently, and
expeditiously. This leaves open the possibility that a drug manufacturer could petition the 340B ADR Panel to request further
information from a covered entity. If the 340B ADR Panel determines that such a request would enhance its deliberations, the
340B ADR Panel could make the request to the covered entity. Based on comments received, HHS has also added (c) to this
section to address actions the 340B ADR Panel may take if a party fails to fully respond to the information request.
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Comment: Some commenters recommend that a covered entity should be afforded an opportunity to review the manufacturer's
response before crafting and submitting its request for additional information. Once the covered entity has seen the
manufacturer's position, it can better tailor its information request to the dispute, and request only those documents it needs
to pursue its overcharge claim. HHS should allow covered entities 30 calendar days from the date on which it receives the
manufacturer's response to submit an information request.

Response: The 340B ADR Panel is given wide latitude to determine the proper course of conduct in an ADR proceeding and may
issue additional instructions as may be necessary or desirable governing the conduct of ADR proceedings including instructions
pertaining to submission of additional information.

Comment: Some commenters recommend that HHS allow manufacturers to submit information requests regarding disputes just
as covered entities can. They argue that manufacturers must have the right to submit information requests in the event that they
are unable to obtain all relevant information during an audit or new information relevant to the dispute arises.

Response: Section 340B(d)(3)(B)(iii) of the PHSA expressly authorizes covered entities to “discover and obtain such
information and documents from manufacturers” as may be relevant to their filed claims. As the statute does not provide similar
authorization for manufacturer document requests, HHS declines to alter the final rule in this area. However, to the extent that
a manufacturer believes an information request to a covered entity is necessary for the 340B ADR Panel's deliberations, it may
petition the 340B ADR Panel to make the request to the covered entity.

Comment: The proposed rule allows 340B covered entities to request information relevant to their claim from manufacturers
and third parties; however, commenters argue that the proposed rule does not hold a manufacturer accountable for actually
producing the requested information. These commenters recommend that if a manufacturer fails to comply with the information
request, the 340B ADR panel should rely on the information contained in the original submitted claim and issue a finding in
favor of the covered entity due to lack of *80641  information obtained from the manufacturer.

Response: HHS agrees. Section 10.22(c) has been added to address sanction for failure to respond or failure to respond fully
to an information request.

Comment: Some commenters urge HHS to consider that the filing party should be required to share with the responding party all
of the documents it has filed with HRSA to ensure that the ADR process benefits from the full and open exchange of information.
These commenters explain that full disclosure of the filing documents also might prevent some parties from seeking judicial
review of 340B ADR Panel final agency decisions. A party dissatisfied with a 340B ADR Panel final agency decision might be
more prone to seek judicial review if it has not had the opportunity to review the evidence on which the 340B ADR Panel relied.

Response: HHS agrees. Section 10.22(b) allows the 340B ADR Panel to take into account the possibility that a manufacturer
would need additional information in order to respond appropriately to the dispute in question. While it is expected that a
manufacturer would have all the information needed through its audit of a covered entity, this section would allow the 340B
ADR Panel to make an information request of any party and to share that information with the opposing party if necessary for
the fair, efficient, and expeditious conduct of the ADR proceeding.

§ 10.23 Conduct of the ADR proceeding
HHS has added this section to address comments received regarding the needs of the parties as it relates to the conduct of
these proceedings. HHS recognizes there are instances, sometimes beyond the control of the parties that warrant flexibility
in how it conducts the proceedings and that may warrant additional instructions. This new section will allow for ADR
proceedings to take place in the most fair, efficient, and expeditious manner, which could include video conference, in-person,
or through other means. It will also allow the 340B ADR Panel discretion in admitting evidence and testimony during the
course of a proceeding as well as provide the 340B ADR Panel with the additional flexibility to provide instructions during
the proceeding in order to achieve a fair, efficient, and expeditious review. HHS has also decided that unless the parties agree
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otherwise and the 340B ADR Panel concurs, the Federal Rules of Civil Procedure (https://www.uscourts.gov/sites/default/files/
federal_rules_of_civil_procedure_-_dec_1_2019_0.pdf) and the Federal Rules of Evidence (https://www.uscourts.gov/sites/
default/files/federal_rules_of_evidence_-_dec_1_2019_0.pdf), to the extent applicable, shall apply to proceedings. HHS has
summarized and responded to comments received below.

Comment: Some commenters recommend HHS provide the parties with the opportunity to present evidence live in front of
the 340B ADR Panel. The commenters explain that relying exclusively on a paper record could potentially lengthen the ADR
process if the documents were interpreted differently by the parties and further clarification were needed before proceeding.
A live process could allow for questions arising from paper records to be answered efficiently. These commenters explain that
by enabling parties to present evidence and respond to questions from the 340B ADR Panel orally, HHS can provide a forum
where information is shared among affected parties.

Response: HHS agrees that there may be instances where portions of the ADR may need to be conducted by telephone or video
conference, or through other means. Therefore, HHS has clarified the means by which the process may be conducted in this
final rule.

Comment: Several commenters suggest that HHS detail in the final rule how it plans to establish safeguards and protections
to ensure that proprietary information submitted on behalf of either party is kept confidential by the 340B ADR Panel in order
to minimize risk of harm.

Response: HHS appreciates the suggestion on addressing safeguards to ensure confidentiality and minimize disclosure risk.
HHS believes adequate safeguards are in place to ensure that confidential, proprietary information is not disclosed.

§ 10.24 Final agency decision
In the NPRM, HHS proposed that the 340B ADR Panel would review the documents submitted by the parties to determine if
there is adequate support to conclude that a violation occurred. HHS proposed a process whereby the 340B ADR Panel's draft
agency decision letter would be sent to all parties, and the parties involved would have 20 business days to respond to the 340B
ADR Panel. HHS sought specific comments on this process and whether this proposed process would facilitate or hinder the
fair, efficient, and timely resolution of claims.

HHS also proposed that once the parties have reviewed and submitted comments in response to the draft agency decision
letter, the 340B ADR Panel would prepare and submit its final agency decision letter to all parties in the dispute. In issuing a
final agency decision letter, the 340B ADR Panel will be operating under an express, written delegation of authority from the
Secretary of HHS to make such final agency decisions. This Regulation constitutes that ex officio delegation. The final agency
decision made by the 340B ADR Panel would conclude the administrative resolution process; however, HHS proposed that
the final agency decision letter also be submitted to HRSA to provide remedies and enforcement of determinations through
mechanisms and sanctions as described section 340B(d)(1)(B) or (d)(2)(B), as appropriate.

HHS proposed that the 340B ADR Panel's final agency decision letter would be binding upon the parties involved, unless
invalidated by an order of a court of competent jurisdiction, acting under Section 10 of the Administrative Procedure
Act (5 U.S.C. 706), and in accordance with section 340B(d)(3)(C) of the PHSA. HHS is finalizing the rule as proposed
with modifications. First, in this final rule, HHS is replacing “HSB” with “HRSA Administrator,” in order to elevate the
responsibilities conducted under the ADR process. Second, this final rule adds section 10.24(d), which states the final agency
decision will be precedential and binding on the parties. Lastly, given that HHS has added procedural protections and more
clearly defined the ADR process, HHS does not feel that it is necessary to provide the parties an opportunity to respond to a
draft agency decision.

Comment: Commenters explain that the proposed rule does not incorporate an appeals process and recommend that an appeals
process be made available to all parties. These commenters also suggest that HHS publish all findings and decisions by the
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340B ADR Panel to enable all parties to be informed and more compliant. These commenters suggest that publication of the
ADR's decisions will also prevent inconsistent decisions and unsupported rulings.

Response: HHS agrees, as these ADR decisions will be precedential. Therefore, HHS will ensure that the final agency decisions
are publically available (e.g., by publication on the HRSA website). HHS does not believe that an appeals process is necessary
given that an aggrieved party has a right to seek judicial review under section 10 of the Administrative Procedure Act (5 U.S.C.
706).

Comment: When deciding disputes, some commenters suggest that the 340B ADR Panel use a “preponderance of the *80642
evidence” standard. Once the 340B ADR Panel reaches its decision, HHS should mandate the issuance of a summary that
includes a transparent analysis of the reasons for the decision, without disclosing any proprietary or otherwise confidential
information. HHS should also recognize that the 340B ADR Panel decision is binding on the parties involved in the dispute
(unless otherwise overturned by a court acting pursuant to the Administrative Procedure Act), but is not binding on third parties.

Response: HHS agrees, as the final agency decisions will be precedential and binding on the named parties in the dispute.
As such, HHS will ensure that all final agency decisions are publically available. HHS also agrees that the 340B ADR Panel
use a “preponderance of the evidence” standard when making its determinations and has adjusted the final rule accordingly
in section § 10.24(a).

Comment: Commenters suggest that HHS clarify that it will not impose sanctions on a party as a result of a 340B ADR Panel
decision until the party has been given an opportunity to complete corrective action with respect to the 340B ADR Panel's
findings.

Response: Section 340B(d)(3)(A) includes a requirement that the ADR process include the “appropriate procedures for the
provision of remedies and enforcement of determinations made pursuant to such process through mechanisms and sanctions
described in paragraphs (1)(B) and (2)(B) (of 340B(d))” Therefore, when appropriate, the 340B ADR Panel may make
recommendations to HRSA for sanctions, including referrals to the HHS Office of Inspector General for its consideration of
civil monetary penalties, as appropriate. Whether sanctions or remedial action is appropriate will be dependent on the type of
violation that occurred.

Comment: A few commenters were concerned that the proposed rule does not address how HRSA will enforce the findings of
the 340B ADR panel or any underlying manufacturer audit. These commenters explain that the NPRM does not address if, or
how, HRSA will go about enforcing the findings of the 340B ADR Panel or the underlying manufacturer audits. For example,
if the 340B ADR Panel's final agency decision requires covered entities to make any applicable repayments to manufacturers,
timeframes should be established around such payment and, at a minimum, HRSA should permit affected manufacturers
to withhold future discounts until HRSA, the manufacturer, and the covered entity have resolved the findings noted in the
manufacturer's audits.

Response: Wide varieties of covered entities participate in the 340B Program, from small, rural health care facilities to large
academic medical centers. HHS expects that the 340B ADR Panel will review violations ranging from minor and inadvertent to
systematic and intentional. Given the wide variety of 340B Program participants and varying types of violations, HHS believes
that the form of enforcement should be left open to permit HHS maximum flexibility in determining what is appropriate given
the specific facts of each situation.

Comment: Some commenters urge HRSA to incorporate a timeframe for the issuance of 340B ADR Panel's final agency
decisions. They recommend that the final agency decision should be issued 30 business days from the date when the submission
of all requested information is complete and in complex cases, the process should be extended 15 business days, so that the
final agency decision would be issued within 45 business days. The commenters argue that this approach would be consistent
with Medicare where the deadline for initial determination decisions is 45 days and for redetermination decisions is 60 days.
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Response: HHS disagrees. The 340B ADR Panel has been given wide latitude to determine the scope of the process and should
not be held to a timeframe that does not allow for thorough and thoughtful consideration of all materials presented.

Comment: Some commenters state that the ADR process should be governed by the Administrative Procedure Act (APA), 5
U.S.C. 551 et seq. They explain that a reviewing court should be authorized to hold unlawful and set aside ADR Panel decisions
found to be arbitrary, capricious, an abuse of discretion, or otherwise not in accordance with law or unsupported by substantial
evidence. The commenters request that HRSA clarify that the APA will apply to the ADR Process, including judicial review.

Response: The form of judicial review for 340B ADR Panel decisions is beyond the scope of this final rule.

Comment: Commenters support the proposal that HRSA has the sole authority to enforce the 340B ADR Panel's decision.
The commenters explain that the 340B ADR Panel may not fully appreciate HRSA's historical enforcement practices, and the
NPRM will ensure that HRSA retains responsibility for compliance with 340B statutory requirements.

Response: While HHS appreciates the support of HRSA having sole enforcement authority, this final rule contemplates and
allows HRSA to take appropriate action, which could include enforcement action or referral to another HHS Operating Division
or to another Federal agency. For example, if the 340B ADR Panel's final agency decision is that an overcharge did occur,
HRSA could recommend the OIG review the overcharge to determine if it was knowing and intentional and should be assessed
a civil monetary penalty.

Comment: Commenters express concern that HRSA should not use its enforcement authority to transform a 340B ADR Panel
decision into a broad 340B policy decision. The commenters explain that enforcement should be limited to the parties to the
ADR proceeding. 340B ADR Panel decisions should not have general applicability.

Response: As set forth in section 10.23(b)(2), 340B ADR Panel decisions will be final agency decisions, binding on the parties,
and precedential.

III. Regulatory Impact Analysis
HHS has examined the effects of this final rule as required by Executive Order 12866 on Regulatory Planning and Review
(September 30, 1993), Executive Order 13563 on Improving Regulation and Regulatory Review (January 8, 2011), the
Regulatory Flexibility Act (September 19, 1980, Pub. L. 96-354), the Unfunded Mandates Reform Act of 1995 (Pub. L. 104-4),
and Executive Order 13132 on Federalism (August 4, 1999).

Executive Orders 12866, 13563, and 13771
Executive Orders 12866 and 13563 direct agencies to assess all costs and benefits of available regulatory alternatives and, if
regulation is necessary, to select regulatory approaches that maximize net benefits (including potential economic, environmental,
public health and safety effects, distributive impacts, and equity). Executive Order 13563 is supplemental to and reaffirms the
principles, structures, and definitions governing regulatory review as established in Executive Order 12866, emphasizing the
importance of quantifying both costs and benefits, of reducing costs, of harmonizing rules, and of promoting flexibility.

Section 3(f) of Executive Order 12866 defines a “significant regulatory action” as an action that is likely to result in a rule: (1)
Having an annual effect on the economy of $100 million or more in any 1 year, or adversely and materially affecting a sector
of the economy,  *80643  productivity, competition, jobs, the environment, public health or safety, or state, local, or tribal
governments or communities (also referred to as “economically significant”); (2) creating a serious inconsistency or otherwise
interfering with an action taken or planned by another agency; (3) materially altering the budgetary impacts of entitlement
grants, user fees, or loan programs or the rights and obligations of recipients thereof; or (4) raising novel legal or policy issues
arising out of legal mandates, the President's priorities, or the principles set forth in the Executive Order. A regulatory impact
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analysis (RIA) must be prepared for major rules with economically significant effects ($100 million or more in any 1 year), and
a “significant” regulatory action is subject to review by the Office of Management and Budget (OMB).

HHS does not believe that this final rule will have an economic impact of $100 million or more in any 1 year, and is therefore
not designated as an “economically significant” final rule under section 3(f)(1) of Executive Order 12866. This rule creates a
framework for the Department to resolve certain disputed claims regarding manufacturers overcharging covered entities and
disputed claims of diversion and duplicate discounts by covered entities audited by manufacturers under the 340B Program.
HHS does not anticipate the introduction of an ADR process to result in significant economic impacts.

Executive Order 13771 (January 30, 2017) requires that the costs associated with significant new regulations “to the extent
permitted by law, be offset by the elimination of existing costs associated with at least two prior regulations.” This final rule is
not expected to be an E.O. 13771 regulatory action because this final rule is not significant under E.O. 12866.

The Regulatory Flexibility Act (RFA)
The Regulatory Flexibility Act (5 U.S.C. 601 et seq.) (RFA) and the Small Business Regulatory Enforcement and Fairness
Act of 1996, which amended the RFA, require HHS to analyze options for regulatory relief of small businesses. If a rule has
a significant economic effect on a substantial number of small entities, the Secretary must specifically consider the economic
effect of the rule on small entities and analyze regulatory options that could lessen the impact of the rule. HHS will use an RFA
threshold of at least a three percent impact on at least five percent of small entities.

The rule would affect drug manufacturers (North American Industry Classification System code 325412: Pharmaceutical
Preparation Manufacturing). The small business size standard for drug manufacturers is 750 employees. Approximately 600
drug manufacturers participate in the 340B Program. While it is possible to estimate the impact of the final rule on the industry
as a whole, the data necessary to project changes for specific manufacturers or groups of manufacturers is not available, as
HRSA does not collect the information necessary to assess the size of an individual manufacturer that participates in the 340B
Program. The rule would also affect health care providers. For purposes of the RFA, HHS considers all health care providers
to be small entities either by virtue of meeting the Small Business Administration (SBA) size standard for a small business, or
for being a nonprofit organization that is not dominant in its market. The current SBA size standard for health care providers
ranges from annual receipts of $7.5 million to $38.5 million. Currently, in 2020,, 12,500 covered entities participate in the 340B
Program, which represent safety-net healthcare providers across the country.

The final rule introduces an ADR mechanism to review manufacturer claims that covered entities have violated certain statutory
obligations and covered entities claims that they have been overcharged for covered outpatient drugs by manufacturers. The
documentation required as part of this administrative process are documents that manufacturers and covered entities are already
required to maintain as part of their participation in the 340B Program. HHS expects that this documentation would be
sufficiently available prior to submitting a claim. Therefore, the collection of this information would not result in an economic
impact or create additional administrative burden on these businesses.

HHS believes the ADR process will provide a cost-effective option for resolving claims that would otherwise remain unresolved
or prompt litigation. The final rule provides an option to consolidate claims by similar situated entities, and covered entities
may have claims asserted on their behalf by associations or organizations, which could reduce costs. HHS has determined, and
the Secretary certifies that this final rule will not have a significant economic impact on a substantial number of small health
care providers or a significant impact on the operations of a substantial number of small manufacturers; therefore, it is not
preparing an impact analysis for the purposes of the RFA. HHS estimates that the economic impact on small entities and small
manufacturers will be minimal and less than 3 percent.

Unfunded Mandates Reform Act
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Section 202(a) of the Unfunded Mandates Reform Act of 1995 requires that agencies prepare a written statement, which includes
an assessment of anticipated costs and benefits, before proposing “any rule that includes any Federal mandate that may result
in the expenditure by State, local, and Tribal governments, in the aggregate, or by the private sector, of $100 million or more
(adjusted annually for inflation) in any one year.” In 2020, that threshold is approximately $156 million. HHS does not expect
this rule to exceed the $156 million threshold.

Executive Order 13132—Federalism
HHS has reviewed this final rule in accordance with Executive Order 13132 regarding federalism, and has determined that it
does not have “federalism implications.” This rule would not “have substantial direct effects on the States, or on the relationship
between the national government and the States, or on the distribution of power and responsibilities among the various levels
of government.” This rule would not adversely affect the following family elements: Family safety, family stability, marital
commitment; parental rights in the education, nurture, and supervision of their children; family functioning, disposable income
or poverty; or the behavior and personal responsibility of youth, as determined under Section 654(c) of the Treasury and General
Government Appropriations Act of 1999.

Paperwork Reduction Act
The Paperwork Reduction Act of 1995 (44 U.S.C. 3507(d)) requires that OMB approve all collections of information by a
Federal agency from the public before they can be implemented. Given the small number of requests for the informal dispute
resolution process, HHS asserted in the proposed rule that the ADR process would not have a significant impact on the current
reporting and recordkeeping burden for manufacturers or covered entities under the 340B Program. HHS solicited comments
on the accuracy of this statement. No comments were received challenging the accuracy of this statement. Moreover, HHS
believes that the 340B ADR Process is exempt from *80644  the Paperwork Reduction Act requirements as it provides the
mechanism and procedures for “an administrative action or investigation involving an agency against specific individuals or
entities” pursuant to 44 U.S.C. 3518(c).

Dated: November 25, 2020.

Thomas J. Engels,

Administrator, Health Resources and Services Administration.

Dated: December 9, 2020.

Alex M. Azar II,

Secretary, Department of Health and Human Services.

List of Subjects in 42 CFR Part 10
Biologics, Business and industry, Diseases, Drugs, Health, Health care, Health facilities, Hospitals, 340B Drug Pricing Program.

For the reasons set forth in the preamble, the Department of Health and Human Services amends 42 CFR part 10 as follows:

PART 10—340B DRUG PRICING PROGRAM
1. The authority citation for part 10 continues to read as follows:
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Authority: Sec. 340B of the Public Health Service Act (42 U.S.C. 256b), as amended.
 42 CFR § 10.3
2. Amend § 10.3 by adding in alphabetical order definitions for “Administrative Dispute Resolution (ADR) Process”,
“Administrative Dispute Resolution Panel (340B ADR Panel)”, “Claim”, “Consolidated claim”, and “Joint claim” to read as
follows:
 42 CFR § 10.3

§ 10.3 Definitions.
* * * * *
Administrative Dispute Resolution (ADR) Process means a process used to resolve the following types of claims, including
any issues that assist the 340B ADR Panel in resolving claims:

(1) Claims by covered entities that may have been overcharged for covered outpatient drugs purchased from manufacturers; and

(2) Claims by manufacturers of 340B drugs, after a manufacturer has conducted an audit of a covered entity (pursuant to section
340B(a)(5)(C) of the Act), that a covered entity may have violated the prohibitions against duplicate discounts or diversion.

Administrative Dispute Resolution Panel (340B ADR Panel) means a decision-making body within the Department that, acting
on an express, written delegation of authority from the Secretary of HHS, reviews and makes a precedential and binding decision
for a claim brought under the ADR Process.
 * * * * *
Claim means a written allegation filed by or on behalf of a covered entity or by a manufacturer for resolution under the ADR
Process.
 * * * * *
Consolidated claim means a claim resulting from combining multiple manufacturers' claims against the same covered entity;
 * * * * *
Joint claim means a claim resulting from combining multiple covered entities' (or their membership organizations' or
associations') claims against the same manufacturer for the same drug or drugs.
 * * * * *
2. Add subpart C to read as follows:

Subpart C—Administrative Dispute Resolution

Sec.

10.20 Administrative Dispute Resolution Panel.

10.21 Claims.

10.22 Information requests.

10.23 Conduct of the ADR proceeding.

10.24 Final agency decision.
42 CFR § 10.20

§ 10.20 Administrative Dispute Resolution Panel.
The Secretary shall establish a 340B Administrative Dispute Resolution Board (Board) consisting of at least six members
appointed by the Secretary with equal numbers from the Health Resources and Service Administration (HRSA), the Centers
for Medicare & Medicaid Services (CMS), and the Office of the General Counsel (OGC) from which Administrative Dispute
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Resolution Panels (340B ADR Panel) of three members shall be selected by the HRSA Administrator (to review claims and,
pursuant to authority expressly delegated through this rule by the Secretary, and to make precedential and binding final agency
decisions regarding claims filed by covered entities and manufacturers). There shall also be one ex-officio, non-voting member
chosen from the staff of the HRSA Office of Pharmacy Affairs (OPA). HRSA and CMS Board members shall have relevant
expertise and experience in drug pricing or drug distribution. OGC Board members shall have expertise and experience in
handling complex litigation.

(a) Members of the 340B ADR Panel. (1) For each case, the HRSA Administrator shall:

(i) Select from the Board three voting members, one from each of the three HHS operating or staff divisions involved (i.e.,
CMS, HRSA, OGC) to form a 340B ADR Panel.

(ii) Remove an individual from a 340B ADR Panel for cause; and

(iii) Appoint replacement members from the Board should an individual be unable to complete his or her duties on a 340B
ADR Panel.

(2) No member of a 340B ADR Panel may have a conflict of interest, as defined in paragraph (b) of this section.

(b) Conflicts of interest. All individuals who serve on a 340B ADR Panel will be screened for conflicts of interest prior to
reviewing a claim. Conflicts of interest may include:

(1) Financial interest in a party involved, a subsidiary of a party involved, or in the claim before a 340B ADR Panel;

(2) Family or close relation to a party involved; and

(3) Current or former business or employment relation to a party.

(c) Duties of the 340B ADR Panel. The 340B ADR Panel will adjudicate each claim using the procedures described §§ 10.21,
10.22, 10.23, and 10.24.

(1) Review and evaluate documents and other information submitted by covered entities and manufacturers;

(2) Request additional information or clarification of an issue from any or all parties to make a final agency decision;

(3) When necessary, evaluate a claim in a separate session from the parties involved;

(4) Consult with OPA and the parties, as appropriate and necessary, regarding any inquiries or concerns while reviewing a
claim; and

(5) Issue a final agency decision on each claim and submit the written decision to the parties, and to HRSA for appropriate action.
 42 CFR § 10.21

§ 10.21 Claims.
(a) Initiating an action. Any covered entity or manufacturer may initiate an action for monetary damages or equitable relief
against a manufacturer or covered entity, as the case may be, by filing a written petition for relief with HRSA and mailing a
copy of the petition with any attachments to the General Counsel or other senior official of the opposing party at its principal
place of business by certified mail, return receipt requested, within three days of filing the claim. The petition should satisfy the
pleading requirements of Rules 8, 10, and 11 of the Federal Rules of Civil Procedure, including setting forth the factual basis
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for invoking the 340B ADR Panel's jurisdiction. A claim must include all of the requirements in paragraph (d) of this section.
Additional information to substantiate a claim may be submitted.

(b) 340B ADR Panel's jurisdiction. The 340B ADR Panel shall have jurisdiction to entertain any petition where the damages
sought exceed *80645  $25,000 or where the equitable relief sought will likely have a value of more than $25,000 during
the twelve-month period after the 340B ADR Panel's final agency decision, provided the petition asserts claims of the type
set forth below.

(c) Claims permitted. The ADR process is limited to the following:

(1) Claims by a covered entity that it has been overcharged by a manufacturer for a covered outpatient drug, including claims
that a manufacturer has limited the covered entity's ability to purchase covered outpatient drugs at or below the 340B ceiling
price; and

(2) Claims by a manufacturer, after it has conducted an audit of a covered entity pursuant to section 340B(a)(5)(C) of the PHSA,
that the covered entity has violated section 340B(a)(5)(A) of the PHSA regarding the duplicate discount prohibition, or section
340B(a)(5)(B) of the PHSA regarding the diversion prohibition, including claims that an individual does not qualify as a patient
for 340B Program purposes and claims that a covered entity is not eligible for the 340B Program.

(d) Limitation of actions. (1) A covered entity or manufacturer must file a written claim for administrative dispute resolution
with HRSA within 3 years of the date of the alleged violation. Any file, document, or record associated with the claim that is
the subject of the ADR process must be maintained by the covered entity and manufacturer until the final agency decision is
issued by the 340B ADR Panel.

(2) Notwithstanding Rules 8 and 10 of the Federal Rules of Civil Procedure, a covered entity filing a claim described in paragraph
(c)(1) of this section must provide documents sufficient to demonstrate its claim that it has been overcharged by a manufacturer,
along with any such other documentation as may be requested by the 340B ADR Panel.

(3) Notwithstanding Rules 8 and 10 of the Federal Rules of Civil Procedure, a manufacturer filing a claim under paragraph (c)
(2) of this section must provide documents sufficient to demonstrate its claim that a covered entity has violated the prohibition
on diversion or duplicate discount, along with any such documentation as may be requested by the 340B ADR Panel.

(e) Combining claims. (1) Two or more covered entities may jointly file claims of overcharges by the same manufacturer for
the same drug or drugs if each covered entity that could file a claim against the manufacturer consents to the jointly filed claim,
including submission of the required documentation, described in paragraph (d) of this section.

(2) An association or organization may file claims of overcharges by the same manufacturer for the same drug or drugs on
behalf of multiple covered entities if each covered entity represented could file a claim against the manufacturer, is a member of
the association or organization, meets the requirements described in paragraph (d) of this section, including submission of the
required documentation, and each covered entity has agreed to representation by the association or organization on its behalf.

(3) A manufacturer or manufacturers may request to consolidate claims brought by more than one manufacturer against the
same covered entity if each manufacturer could individually file a claim against the covered entity, consents to the filing of the
consolidated claim, meets the requirements described in paragraph (d) of this section for that claim, and the 340B ADR Panel
determines that such consolidation is appropriate and consistent with the goals of fairness and economy of sources. The 340B
ADR Panel will not permit consolidated claims filed on behalf of manufacturers by associations or organizations representing
their interests.
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(4) Joinder, consolidation, and other third-party practice not referenced in this paragraph (e) shall be governed by the Federal
Rules of Civil Procedure, as relevant, unless the parties and 340B ADR Panel agree otherwise.

(f) Responding to a submitted claim. Upon receipt of service of petition, the respondent must file with the 340B ADR Panel a
written response to the Petition as set forth in Rule 12 or 56. The 340B ADR Panel may issue additional instructions as may be
necessary or desirable governing the conduct of ADR proceedings, including instructions pertaining to deadlines for submission
of additional information. If an opposing party does not respond to the petition, the 340B ADR Panel may enter a final agency
decision by default in favor of the Petitioner. In a proceeding for damages, the Petitioner must still introduce evidence sufficient
to support its claim for damages even though the merits have been resolved through default.
 42 CFR § 10.22

§ 10.22 Information requests.
(a) Discovery. The 340B ADR Panel may permit a covered entity limited discovery to obtain such information and documents
as may be relevant to demonstrate the merits of a claim. Such discovery shall be governed, to the extent applicable, by the
Federal Rules of Civil Procedure.

(b) 340B ADR Panel information requests. Taking into account any party's request for further information, the 340B ADR Panel
may request additional information from either party.

(c) Failure to respond to information requests. If the 340B ADR Panel finds that a party has failed to respond or fully respond
to an information request, the 340B ADR Panel make take the following actions, including:

(1) Holding facts to have been established in the proceeding;

(2) Precluding a party from presenting or contesting a particular issue;

(3) Excluding evidence; or

(4) Judgment in the proceeding or dismissal of proceeding.
 42 CFR § 10.23

§ 10.23 Conduct of the ADR proceeding.
(a) The 340B ADR Panel will determine, in its own discretion, the most efficient and practical form of the ADR proceeding.
Unless the matter is resolved through a motion to dismiss or summary judgment under Rule 56, the 340B ADR Panel shall
conduct an evidentiary hearing when there are material facts in dispute. The ADR proceeding may be conducted by video
conference, in-person, or through other means.

(b) The 340B ADR Panel will determine the proper course of conduct in an ADR proceeding. Unless the parties agree otherwise
and the 340B ADR Panel concurs, the Federal Rules of Civil Procedure, to the extent applicable, shall govern the proceedings.

(c) Unless the parties agree otherwise and the 340B ADR Panel concurs, the Federal Rules of Evidence shall apply to the
proceedings.

(d) The 340B ADR Panel may issue additional instructions or guidance as may be necessary or desirable governing the conduct
of ADR proceedings.
 42 CFR § 10.24

§ 10.24 Final agency decision.
(a) The 340B ADR Panel will review the evidence submitted by the parties and determine if the preponderance of the evidence
supports the conclusion that a violation as described in § 10.21(c)(1) or (2) has occurred.
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(b) The 340B ADR Panel will prepare an agency decision based on its review and evaluation of the evidence submitted by
the parties, including documents provided as required in § 10.21(d), information requests in support of a claim, and responses
to a claim.

(c) The agency decision will represent the decision of a majority of the 340B *80646  ADR Panel's findings regarding the
claim and discuss the findings supporting the decision.

(d) The agency decision constitutes a final agency decision that is precedential and binding on the parties involved unless
invalidated by an order of a court of competent jurisdiction.

(e) The 340B ADR Panel will submit the final agency decision to all parties, and to HRSA for appropriate action regarding
refunds, penalties, removal, or referral to appropriate Federal authorities.

[FR Doc. 2020-27440 Filed 12-10-20; 11:15 am]

BILLING CODE 4165-15-P

End of Document © 2021 Thomson Reuters. No claim to original U.S. Government Works.

Case 1:21-cv-00081-SEB-MJD   Document 19-4   Filed 01/25/21   Page 25 of 25 PageID #: 450

http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000547&cite=42CFRS10.21&originatingDoc=IB14BBA203DE411EBBE17DB9B58E559D3&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_5ba1000067d06


 

 

 
 
 

Exhibit D 
 

Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 1 of 452 PageID #: 451



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 2 of 452 PageID #: 452



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 3 of 452 PageID #: 453



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 4 of 452 PageID #: 454



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 5 of 452 PageID #: 455



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 6 of 452 PageID #: 456



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 7 of 452 PageID #: 457



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 8 of 452 PageID #: 458



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 9 of 452 PageID #: 459



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 10 of 452 PageID #: 460



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 11 of 452 PageID #: 461



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 12 of 452 PageID #: 462



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 13 of 452 PageID #: 463



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 14 of 452 PageID #: 464



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 15 of 452 PageID #: 465



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 16 of 452 PageID #: 466



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 17 of 452 PageID #: 467



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 18 of 452 PageID #: 468



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 19 of 452 PageID #: 469



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 20 of 452 PageID #: 470



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 21 of 452 PageID #: 471



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 22 of 452 PageID #: 472



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 23 of 452 PageID #: 473



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 24 of 452 PageID #: 474



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 25 of 452 PageID #: 475



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 26 of 452 PageID #: 476



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 27 of 452 PageID #: 477



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 28 of 452 PageID #: 478



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 29 of 452 PageID #: 479



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 30 of 452 PageID #: 480



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 31 of 452 PageID #: 481



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 32 of 452 PageID #: 482



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 33 of 452 PageID #: 483



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 34 of 452 PageID #: 484



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 35 of 452 PageID #: 485



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 36 of 452 PageID #: 486



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 37 of 452 PageID #: 487



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 38 of 452 PageID #: 488



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 39 of 452 PageID #: 489



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 40 of 452 PageID #: 490



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 41 of 452 PageID #: 491



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 42 of 452 PageID #: 492



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 43 of 452 PageID #: 493



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 44 of 452 PageID #: 494



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 45 of 452 PageID #: 495



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 46 of 452 PageID #: 496



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 47 of 452 PageID #: 497



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 48 of 452 PageID #: 498



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 49 of 452 PageID #: 499



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 50 of 452 PageID #: 500



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 51 of 452 PageID #: 501



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 52 of 452 PageID #: 502



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 53 of 452 PageID #: 503



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 54 of 452 PageID #: 504



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 55 of 452 PageID #: 505



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 56 of 452 PageID #: 506



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 57 of 452 PageID #: 507



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 58 of 452 PageID #: 508



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 59 of 452 PageID #: 509



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 60 of 452 PageID #: 510



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 61 of 452 PageID #: 511



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 62 of 452 PageID #: 512



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 63 of 452 PageID #: 513



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 64 of 452 PageID #: 514



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 65 of 452 PageID #: 515



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 66 of 452 PageID #: 516



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 67 of 452 PageID #: 517



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 68 of 452 PageID #: 518



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 69 of 452 PageID #: 519



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 70 of 452 PageID #: 520



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 71 of 452 PageID #: 521



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 72 of 452 PageID #: 522



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 73 of 452 PageID #: 523



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 74 of 452 PageID #: 524



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 75 of 452 PageID #: 525



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 76 of 452 PageID #: 526



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 77 of 452 PageID #: 527



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 78 of 452 PageID #: 528



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 79 of 452 PageID #: 529



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 80 of 452 PageID #: 530



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 81 of 452 PageID #: 531



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 82 of 452 PageID #: 532



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 83 of 452 PageID #: 533



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 84 of 452 PageID #: 534



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 85 of 452 PageID #: 535



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 86 of 452 PageID #: 536



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 87 of 452 PageID #: 537



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 88 of 452 PageID #: 538



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 89 of 452 PageID #: 539



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 90 of 452 PageID #: 540



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 91 of 452 PageID #: 541



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 92 of 452 PageID #: 542



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 93 of 452 PageID #: 543



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 94 of 452 PageID #: 544



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 95 of 452 PageID #: 545



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 96 of 452 PageID #: 546



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 97 of 452 PageID #: 547



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 98 of 452 PageID #: 548



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 99 of 452 PageID #: 549



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 100 of 452 PageID #:
550



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 101 of 452 PageID #:
551



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 102 of 452 PageID #:
552



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 103 of 452 PageID #:
553



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 104 of 452 PageID #:
554



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 105 of 452 PageID #:
555



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 106 of 452 PageID #:
556



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 107 of 452 PageID #:
557



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 108 of 452 PageID #:
558



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 109 of 452 PageID #:
559



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 110 of 452 PageID #:
560



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 111 of 452 PageID #:
561



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 112 of 452 PageID #:
562



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 113 of 452 PageID #:
563



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 114 of 452 PageID #:
564



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 115 of 452 PageID #:
565



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 116 of 452 PageID #:
566



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 117 of 452 PageID #:
567



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 118 of 452 PageID #:
568



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 119 of 452 PageID #:
569



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 120 of 452 PageID #:
570



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 121 of 452 PageID #:
571



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 122 of 452 PageID #:
572



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 123 of 452 PageID #:
573



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 124 of 452 PageID #:
574



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 125 of 452 PageID #:
575



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 126 of 452 PageID #:
576



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 127 of 452 PageID #:
577



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 128 of 452 PageID #:
578



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 129 of 452 PageID #:
579



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 130 of 452 PageID #:
580



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 131 of 452 PageID #:
581



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 132 of 452 PageID #:
582



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 133 of 452 PageID #:
583



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 134 of 452 PageID #:
584



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 135 of 452 PageID #:
585



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 136 of 452 PageID #:
586



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 137 of 452 PageID #:
587



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 138 of 452 PageID #:
588



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 139 of 452 PageID #:
589



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 140 of 452 PageID #:
590



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 141 of 452 PageID #:
591



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 142 of 452 PageID #:
592



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 143 of 452 PageID #:
593



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 144 of 452 PageID #:
594



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 145 of 452 PageID #:
595



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 146 of 452 PageID #:
596



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 147 of 452 PageID #:
597



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 148 of 452 PageID #:
598



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 149 of 452 PageID #:
599



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 150 of 452 PageID #:
600



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 151 of 452 PageID #:
601



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 152 of 452 PageID #:
602



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 153 of 452 PageID #:
603



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 154 of 452 PageID #:
604



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 155 of 452 PageID #:
605



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 156 of 452 PageID #:
606



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 157 of 452 PageID #:
607



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 158 of 452 PageID #:
608



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 159 of 452 PageID #:
609



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 160 of 452 PageID #:
610



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 161 of 452 PageID #:
611



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 162 of 452 PageID #:
612



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 163 of 452 PageID #:
613



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 164 of 452 PageID #:
614



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 165 of 452 PageID #:
615



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 166 of 452 PageID #:
616



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 167 of 452 PageID #:
617



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 168 of 452 PageID #:
618



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 169 of 452 PageID #:
619



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 170 of 452 PageID #:
620



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 171 of 452 PageID #:
621



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 172 of 452 PageID #:
622



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 173 of 452 PageID #:
623



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 174 of 452 PageID #:
624



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 175 of 452 PageID #:
625



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 176 of 452 PageID #:
626



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 177 of 452 PageID #:
627



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 178 of 452 PageID #:
628



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 179 of 452 PageID #:
629



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 180 of 452 PageID #:
630



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 181 of 452 PageID #:
631



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 182 of 452 PageID #:
632



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 183 of 452 PageID #:
633



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 184 of 452 PageID #:
634



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 185 of 452 PageID #:
635



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 186 of 452 PageID #:
636



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 187 of 452 PageID #:
637



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 188 of 452 PageID #:
638



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 189 of 452 PageID #:
639



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 190 of 452 PageID #:
640



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 191 of 452 PageID #:
641



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 192 of 452 PageID #:
642



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 193 of 452 PageID #:
643



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 194 of 452 PageID #:
644



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 195 of 452 PageID #:
645



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 196 of 452 PageID #:
646



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 197 of 452 PageID #:
647



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 198 of 452 PageID #:
648



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 199 of 452 PageID #:
649



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 200 of 452 PageID #:
650



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 201 of 452 PageID #:
651



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 202 of 452 PageID #:
652



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 203 of 452 PageID #:
653



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 204 of 452 PageID #:
654



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 205 of 452 PageID #:
655



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 206 of 452 PageID #:
656



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 207 of 452 PageID #:
657



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 208 of 452 PageID #:
658



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 209 of 452 PageID #:
659



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 210 of 452 PageID #:
660



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 211 of 452 PageID #:
661



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 212 of 452 PageID #:
662



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 213 of 452 PageID #:
663



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 214 of 452 PageID #:
664



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 215 of 452 PageID #:
665



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 216 of 452 PageID #:
666



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 217 of 452 PageID #:
667



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 218 of 452 PageID #:
668



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 219 of 452 PageID #:
669



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 220 of 452 PageID #:
670



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 221 of 452 PageID #:
671



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 222 of 452 PageID #:
672



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 223 of 452 PageID #:
673



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 224 of 452 PageID #:
674



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 225 of 452 PageID #:
675



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 226 of 452 PageID #:
676



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 227 of 452 PageID #:
677



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 228 of 452 PageID #:
678



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 229 of 452 PageID #:
679



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 230 of 452 PageID #:
680



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 231 of 452 PageID #:
681



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 232 of 452 PageID #:
682



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 233 of 452 PageID #:
683



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 234 of 452 PageID #:
684



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 235 of 452 PageID #:
685



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 236 of 452 PageID #:
686



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 237 of 452 PageID #:
687



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 238 of 452 PageID #:
688



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 239 of 452 PageID #:
689



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 240 of 452 PageID #:
690



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 241 of 452 PageID #:
691



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 242 of 452 PageID #:
692



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 243 of 452 PageID #:
693



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 244 of 452 PageID #:
694



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 245 of 452 PageID #:
695



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 246 of 452 PageID #:
696



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 247 of 452 PageID #:
697



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 248 of 452 PageID #:
698



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 249 of 452 PageID #:
699



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 250 of 452 PageID #:
700



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 251 of 452 PageID #:
701



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 252 of 452 PageID #:
702



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 253 of 452 PageID #:
703



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 254 of 452 PageID #:
704



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 255 of 452 PageID #:
705



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 256 of 452 PageID #:
706



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 257 of 452 PageID #:
707



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 258 of 452 PageID #:
708



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 259 of 452 PageID #:
709



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 260 of 452 PageID #:
710



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 261 of 452 PageID #:
711



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 262 of 452 PageID #:
712



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 263 of 452 PageID #:
713



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 264 of 452 PageID #:
714



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 265 of 452 PageID #:
715



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 266 of 452 PageID #:
716



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 267 of 452 PageID #:
717



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 268 of 452 PageID #:
718



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 269 of 452 PageID #:
719



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 270 of 452 PageID #:
720



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 271 of 452 PageID #:
721



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 272 of 452 PageID #:
722



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 273 of 452 PageID #:
723



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 274 of 452 PageID #:
724



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 275 of 452 PageID #:
725



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 276 of 452 PageID #:
726



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 277 of 452 PageID #:
727



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 278 of 452 PageID #:
728



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 279 of 452 PageID #:
729



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 280 of 452 PageID #:
730



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 281 of 452 PageID #:
731



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 282 of 452 PageID #:
732



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 283 of 452 PageID #:
733



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 284 of 452 PageID #:
734



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 285 of 452 PageID #:
735



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 286 of 452 PageID #:
736



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 287 of 452 PageID #:
737



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 288 of 452 PageID #:
738



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 289 of 452 PageID #:
739



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 290 of 452 PageID #:
740



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 291 of 452 PageID #:
741



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 292 of 452 PageID #:
742



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 293 of 452 PageID #:
743



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 294 of 452 PageID #:
744



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 295 of 452 PageID #:
745



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 296 of 452 PageID #:
746



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 297 of 452 PageID #:
747



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 298 of 452 PageID #:
748



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 299 of 452 PageID #:
749



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 300 of 452 PageID #:
750



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 301 of 452 PageID #:
751



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 302 of 452 PageID #:
752



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 303 of 452 PageID #:
753



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 304 of 452 PageID #:
754



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 305 of 452 PageID #:
755



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 306 of 452 PageID #:
756



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 307 of 452 PageID #:
757



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 308 of 452 PageID #:
758



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 309 of 452 PageID #:
759



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 310 of 452 PageID #:
760



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 311 of 452 PageID #:
761



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 312 of 452 PageID #:
762



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 313 of 452 PageID #:
763



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 314 of 452 PageID #:
764



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 315 of 452 PageID #:
765



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 316 of 452 PageID #:
766



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 317 of 452 PageID #:
767



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 318 of 452 PageID #:
768



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 319 of 452 PageID #:
769



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 320 of 452 PageID #:
770



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 321 of 452 PageID #:
771



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 322 of 452 PageID #:
772



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 323 of 452 PageID #:
773



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 324 of 452 PageID #:
774



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 325 of 452 PageID #:
775



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 326 of 452 PageID #:
776



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 327 of 452 PageID #:
777



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 328 of 452 PageID #:
778



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 329 of 452 PageID #:
779



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 330 of 452 PageID #:
780



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 331 of 452 PageID #:
781



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 332 of 452 PageID #:
782



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 333 of 452 PageID #:
783



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 334 of 452 PageID #:
784



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 335 of 452 PageID #:
785



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 336 of 452 PageID #:
786



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 337 of 452 PageID #:
787



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 338 of 452 PageID #:
788



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 339 of 452 PageID #:
789



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 340 of 452 PageID #:
790



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 341 of 452 PageID #:
791



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 342 of 452 PageID #:
792



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 343 of 452 PageID #:
793



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 344 of 452 PageID #:
794



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 345 of 452 PageID #:
795



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 346 of 452 PageID #:
796



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 347 of 452 PageID #:
797



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 348 of 452 PageID #:
798



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 349 of 452 PageID #:
799



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 350 of 452 PageID #:
800



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 351 of 452 PageID #:
801



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 352 of 452 PageID #:
802



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 353 of 452 PageID #:
803



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 354 of 452 PageID #:
804



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 355 of 452 PageID #:
805



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 356 of 452 PageID #:
806



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 357 of 452 PageID #:
807



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 358 of 452 PageID #:
808



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 359 of 452 PageID #:
809



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 360 of 452 PageID #:
810



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 361 of 452 PageID #:
811



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 362 of 452 PageID #:
812



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 363 of 452 PageID #:
813



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 364 of 452 PageID #:
814



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 365 of 452 PageID #:
815



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 366 of 452 PageID #:
816



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 367 of 452 PageID #:
817



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 368 of 452 PageID #:
818



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 369 of 452 PageID #:
819



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 370 of 452 PageID #:
820



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 371 of 452 PageID #:
821



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 372 of 452 PageID #:
822



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 373 of 452 PageID #:
823



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 374 of 452 PageID #:
824



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 375 of 452 PageID #:
825



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 376 of 452 PageID #:
826



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 377 of 452 PageID #:
827



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 378 of 452 PageID #:
828



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 379 of 452 PageID #:
829



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 380 of 452 PageID #:
830



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 381 of 452 PageID #:
831



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 382 of 452 PageID #:
832



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 383 of 452 PageID #:
833



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 384 of 452 PageID #:
834



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 385 of 452 PageID #:
835



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 386 of 452 PageID #:
836



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 387 of 452 PageID #:
837



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 388 of 452 PageID #:
838



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 389 of 452 PageID #:
839



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 390 of 452 PageID #:
840



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 391 of 452 PageID #:
841



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 392 of 452 PageID #:
842



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 393 of 452 PageID #:
843



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 394 of 452 PageID #:
844



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 395 of 452 PageID #:
845



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 396 of 452 PageID #:
846



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 397 of 452 PageID #:
847



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 398 of 452 PageID #:
848



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 399 of 452 PageID #:
849



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 400 of 452 PageID #:
850



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 401 of 452 PageID #:
851



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 402 of 452 PageID #:
852



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 403 of 452 PageID #:
853



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 404 of 452 PageID #:
854



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 405 of 452 PageID #:
855



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 406 of 452 PageID #:
856



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 407 of 452 PageID #:
857



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 408 of 452 PageID #:
858



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 409 of 452 PageID #:
859



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 410 of 452 PageID #:
860



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 411 of 452 PageID #:
861



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 412 of 452 PageID #:
862



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 413 of 452 PageID #:
863



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 414 of 452 PageID #:
864



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 415 of 452 PageID #:
865



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 416 of 452 PageID #:
866



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 417 of 452 PageID #:
867



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 418 of 452 PageID #:
868



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 419 of 452 PageID #:
869



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 420 of 452 PageID #:
870



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 421 of 452 PageID #:
871



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 422 of 452 PageID #:
872



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 423 of 452 PageID #:
873



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 424 of 452 PageID #:
874



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 425 of 452 PageID #:
875



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 426 of 452 PageID #:
876



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 427 of 452 PageID #:
877



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 428 of 452 PageID #:
878



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 429 of 452 PageID #:
879



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 430 of 452 PageID #:
880



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 431 of 452 PageID #:
881



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 432 of 452 PageID #:
882



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 433 of 452 PageID #:
883



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 434 of 452 PageID #:
884



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 435 of 452 PageID #:
885



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 436 of 452 PageID #:
886



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 437 of 452 PageID #:
887



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 438 of 452 PageID #:
888



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 439 of 452 PageID #:
889



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 440 of 452 PageID #:
890



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 441 of 452 PageID #:
891



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 442 of 452 PageID #:
892



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 443 of 452 PageID #:
893



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 444 of 452 PageID #:
894



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 445 of 452 PageID #:
895



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 446 of 452 PageID #:
896



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 447 of 452 PageID #:
897



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 448 of 452 PageID #:
898



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 449 of 452 PageID #:
899



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 450 of 452 PageID #:
900



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 451 of 452 PageID #:
901



Case 1:21-cv-00081-SEB-MJD   Document 19-5   Filed 01/25/21   Page 452 of 452 PageID #:
902



 

 

 
 
 

Exhibit E 
 

Case 1:21-cv-00081-SEB-MJD   Document 19-6   Filed 01/25/21   Page 1 of 4 PageID #: 903



340B Administrative Dispute Resolution (ADR) | Official web site of the U.S. Health Resources & Services Administration

https://www.hrsa.gov/opa/340b-administrative-dispute-resolution 1/3

 

 

Get reimbursed for COVID-19 testing and treatment of uninsured individuals.     Learn more »

Home > 340B Drug Pricing Program > 340B Administrative Dispute Resolution (ADR)

340B Administrative Dispute Resolution (ADR)

What is the 340B ADR Process?

In accordance with section 340B(d)(3) of the Public Health Service Act (PHSA), HHS is required to establish and implement a binding ADR
process for certain disputes arising under the 340B Program. The ADR final rule (PDF - 309 KB) sets forth the requirements and procedures
for the 340B Program’s ADR process. 

The purpose of the ADR process is to resolve (1) claims by covered entities that they have been overcharged for covered outpatient drugs
by manufacturers and (2) claims by manufacturers, after a manufacturer has conducted an audit as authorized by section 340B(a)(5)(C) of
the PHSA, that a covered entity has violated the prohibition on diversion or duplicate discounts. 

The ADR final rule establishes an ADR Board consisting of members with complex litigation, drug distribution, drug pricing, or 340B
Program expertise and who are appointed by the HHS Secretary. From the ADR Board, three members are selected to form an ADR Panel.
Each Panel is selected and convened by the HRSA Administrator and will be assisted by one, ex-officio, non-voting HRSA, Office of
Pharmacy Affairs (OPA) staff member. The ADR Panel reviews petitions on a case-by-case basis and has the authority to make final agency
decisions.

How can Stakeholders Submit a Petition?

HRSA continues to encourage covered entities and manufacturers to attempt to resolve issues in good faith prior to initiating a formal ADR
process, which should be used as a method of last resort. Covered entities and manufacturers should carefully evaluate whether the ADR
process is appropriate given the investment of the time and resources required of the parties involved. 

Specific steps about the ADR process are outlined in detail below. HRSA also encourages stakeholders to review the ADR final rule for
additional information regarding the submission process and timelines.

What are the steps in the ADR Process?

In general, the ADR process will involve the following steps:

1. A petitioner emails HRSA at 340BADR@hrsa.gov with a request to file a petition through the ADR process.

2. HRSA responds with specific instructions on accessing a secure email and file transfer system in order to file the petition.

3. Once the petition, including any supporting documentation, is received, HRSA reviews the petition for completeness and will notify the
petitioner of whether the petition will move forward to the ADR Panel for review.

4. If HRSA deems the petition complete, ADR Panel members are selected from the 340B ADR Board and are convened to begin their
review of the petition.

5. The petitioner (or initiating party) must provide a copy of their petition with any attachments to the General Counsel or other senior
official of the opposing party at its principal place of business by certified mail, return receipt requested, within three days of filing the
claim.

6. The opposing party (or respondent) will have an opportunity to respond to the petition.

7. HRSA will provide both the petitioner and the opposing party access to a secure email and file transfer system upload any relevant
documents related to the petition.

8. The ADR Panel will review the petition, the opposing party’s response, and all supporting documentation or other information from the
parties. 

9. Following its review of all of the evidence, the ADR Panel will make a final agency decision that will be sent to the parties and HRSA. 

10.  HRSA then will take enforcement actions or apply sanctions as appropriate, including referral to the HHS Office of Inspector General for
its consideration of civil monetary penalties, as appropriate.

Health Resources & Services Administration Explore
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FAQs

Below are some frequently asked questions (FAQs) related to 340B ADR process. If you have a question related to the 340B ADR process
that is not covered by the information on this page or in the FAQs listed below, please submit your question to 340BADR@hrsa.gov. 

     

Stakeholders can begin submitting petitions once the 340B Administrative Dispute Resolution (ADR) final (85 FR 80632, December 14, 2020)
rule becomes effective on January 13, 2021. The information on this webpage provides detailed information on the petition submission
process. 

      

The ADR Board consists of at least six voting members with equal representation from the Centers for Medicare & Medicaid Services, the
Health Resources and Services Administration (HRSA) and the HHS Office of General Counsel. The ADR Board members are appointed by
the HHS Secretary and will be HHS employees with complex litigation, drug pricing, drug distribution, and other relevant 340B expertise.

The HRSA Administrator will select and convene 3-member ADR Panels from the ADR Board to review claims and make final agency
decisions. Each ADR Panel will be assisted by one, ex-officio, non-voting HRSA Office of Pharmacy Affairs (OPA) staff member, who will also
be selected by the HRSA Administrator. All panelists (voting and non-voting) will be screened for conflicts of interest prior to reviewing a
claim.

             

In accordance with the 340B ADR final rule (85 FR 80632, December 14, 2020), petitions may be submitted by 1) covered entities that may
have been overcharged for covered outpatient drugs purchased from manufacturers and 2) manufacturers of 340B drugs, after the
manufacturer has conducted an audit of the covered entity, that the covered entity may have violated the prohibitions against duplicate
discounts or diversion. In addition, the petition must be within three years of the date of the alleged violation. Stakeholders should also
submit documentation of any prior good faith efforts to resolve the dispute at issue.

In addition, the final rule established a monetary threshold that must be satisfied in order for a claim to move forward for review to the
ADR Panel.

         

The petition must seek monetary damages in excess of $25,000 or equitable relief with a likely value in excess of $25,000 during the
twelve-month period after the 340B ADR Panel’s final agency decision (see 42 C.F.R. §10.21(b) of the ADR final rule (85 FR 80632, December
14, 2020).

                

HRSA continues to encourage covered entities and manufacturers to attempt to resolve issues in good faith prior to initiating a formal ADR
process, which should be used as a last resort. Covered entities and manufacturers should carefully evaluate whether the ADR process is
appropriate given the investment of the time and resources required of the parties involved.

When submitting a petition, stakeholders should include any documentation of prior good faith efforts. This webpage provides detailed
information on the petition submission process. Stakeholders can submit petitions to 340BADR@hrsa.gov to begin the 340B ADR process. 

Consistent with the 340B statute, manufacturers must have completed an audit of a covered entity prior to initiating the ADR process and
submit the final audit report with their petition, along with the covered entities written response to the audit findings.

        

The timeframe for each case will vary based on the information submitted and the complexity of the matter.

         

The ADR Panel will review the petition, the opposing party’s response, and supporting documentation or other information from the
parties. Following its review of all of the evidence, the ADR Panel will make a final agency decision that will be sent to the parties and HRSA. 

After the final decision, HRSA will take enforcement actions or apply sanctions as appropriate, including referral to the HHS Office of
Inspector General for its consideration of civil monetary penalties, as appropriate.

           

Yes. Covered entities must be members of the organization or association filing a petition on their behalf. All petitions must allege
violations by the same manufacturer and for the same drug(s). Petitions must also include a letter requesting consolidation that is signed
by a representative of each covered entity that has agreed to representation by the association or organization on its behalf.

     

The ADR process will be governed, to the extent applicable, by the Federal Rules of Civil Procedure (PDF - 431 KB) and Federal Rules of
Evidence (PDF - 188 KB), unless the parties agree otherwise and the 340B ADR Panel concurs. In addition, the ADR Panel may entertain
motions to dismiss pursuant to Rule 12 of the Federal Rules of Civil Procedure, may permit limited discovery by covered entities, as
necessary, may entertain motions for summary judgment (see Fed. R. Civ.P. 56), and may hold evidentiary hearings as necessary. 
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340B Health is a nonprofit membership organization of more than 1,400 public and private non-profit hospitals and health systems
throughout the U.S. that participate in the 340B drug pricing program. We are the leading advocate and resource for those hospitals who serve
their communities through participation in 340B.

CONNECT WITH 340B HEALTH
https://www.linkedin.com/company/340b-health?trk=company_logo

https://www.facebook.com/340BHealth

http://twitter.com/340BHealth

STATEMENT ON ELI LILLY CUTTING OFF ALL ACCESS TO
340B PRICING THROUGH COMMUNITY-BASED
PHARMACIES
September 01, 2020 in 340B Health News Releases

WASHINGTON, D.C., SEPT. 1, 2020— The following statement on Eli Lilly’s decision to refuse 340B pricing for any of its
drugs that are dispensed through community-based pharmacies is attributed to 340B Health President and CEO Maureen Testoni:

“Eli Lilly’s refusal to offer 340B drug discounts through community pharmacies will hurt hospitals, health centers, and clinics as
well as the patients they serve who are living with low incomes and in rural areas. Lilly’s action violates federal law. Lilly and
other manufacturers must not be permitted to make an end run around the 340B statute in a brazen attempt to avoid their
responsibilities under the program. We call on Health and Human Services Secretary Azar to enforce the statute and prevent these
actions.”

“Lilly is the manufacturer of some of the costliest and top-selling drugs used by patients with diabetes. By blocking access to
340B ceiling prices on drugs that covered entities dispense through pharmacies in their communities, the company is preventing
those savings from going toward expanded care for those patients, including direct assistance with patient care costs. Lilly’s
stated ‘exception’ to this new policy for insulin is no real exception at all, as it prevents covered entities from realizing any 340B
savings by barring pharmacies from filing insurance claims on insulin or even charging a fee for the cost of administering the
drugs.”

“As we said after Lilly first announced its refusal to offer 340B discounts for one of its drugs (an action that several other
manufacturers closely followed), if the administration will not use its authority to enforce the law, we will pursue all legislative
and legal avenues available to us to defend the safety net.”

Contact: Richard Sorian at richard.sorian@340bhealth.org or 202-536-2285.
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Hall, Render, Killian, Heath & Lyman, P.C. 
330 East Kilbourn Avenue, Suite 1250 
Milwaukee, WI  53202 
https://www.hallrender.com 

Todd A. Nova 
(414) 721-0464 

tnova@hallrender.com 

September 28, 2020 
Via Certified Mail and E-Mail 

Rachel Cramer 
Government Pricing Analyst 
Eli Lilly and Company 
Corporate Center 
Indianapolis, IN 46285 
340B@LILLY.com 

RE: Illegal and Discriminatory 340B Limited Distribution Model 

Dear Ms. Cramer: 

We represent the 340B drug discount program (“340B Program”) participating covered entities 
listed in the attached Exhibit A (“Clients” or “Covered Entities”).  Together, these organizations 
utilize 340B Program savings to make available vital safety-net care directly affecting the lives of 
millions of our country’s most vulnerable patients.  As you are aware, the United States Health 
Resources and Services Administration (“HRSA”) Office of Pharmacy Affairs (“OPA”) has a 
longstanding process for resolving disputes between 340B Program covered entities and 
manufacturers. 1 This letter represents our Clients’ good-faith effort to engage in dialogue to reach 
a mutually acceptable resolution pursuant to that process.  We note that this dispute may also 
implicate administrative and private rights of action, and our Clients reserve all rights to pursue 
such actions. 

Since at least September 1, 2020 Eli Lilly and Company (“Lilly”) has refused to make required 
340B pricing available to our Clients for prescriptions dispensed to their eligible patients at 
contracted pharmacy locations.2  Lilly has stated publicly to HRSA OPA that it will only ship 
340B drugs to a Covered Entity’s contracted pharmacy if the Covered Entity “do[es] not have an 
in-house pharmacy.” In communications with our Clients, however, Lilly has disconcertingly 
conditioned eligibility for this limited distribution plan on Covered Entity acceptance of 
objectionable contractual terms that: i) require Covered Entities to affirmatively forego rights 
afforded to them under applicable laws governing the 340B Program; and ii) grant additional rights 
to Lilly not available to it under applicable law.  Some of our Clients have attempted in good faith 
to designate contract pharmacies without agreeing to Lilly’s demands to waive their rights, and 

1 See 61 Fed. Reg. 65,406, 65,412 (Dec. 12, 1996). 

2 Lilly took similar actions with respect to its drug Cialis beginning on July 1, 2020.  The demands in this letter also 
apply to any amounts owed to our Clients for purchases of Cialis for which Lilly denied 340B pricing. 
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Lilly has plainly denied their designations on that basis without any offer to discuss these concerns 
in good faith. 

As a bipartisan majority of the U.S. House of Representatives communicated to HHS Secretary 
Azar, “[t]hese actions are in violation of the statutory requirement that drug companies charge no 
more than the 340B ceiling price when selling their products to 340B providers.”3  As such, on 
behalf of each Client, we are writing to demand that Lilly make available 340B pricing for all Lilly 
NDCs dispensed to Covered Entity 340B eligible patients through their contracted pharmacies, 
beginning from the date that Lilly unilaterally refused to offer such required pricing, which we 
believe to be September 1, 2020, and, in the case of Cialis, July 1, 2020.   

Lilly has taken this action unilaterally, without explanation, and without identifying any suspected 
violation on the part of any Client.  Lilly caused direct and immediate harm to our Clients and their 
patients when it refused to ship 340B-eligible drugs to properly enrolled contract pharmacies 
providing services to Covered Entity patients.  Of course, if and to the extent Lilly has any 
reasonable allegations of noncompliance associated with a Covered Entity’s contract pharmacy 
patients, we would welcome the opportunity to engage in a dialogue to reach a mutually acceptable 
resolution.  Absent any such allegation, we note that we agree with the statement from HHS that 
False Claims Act liability is “a potential consequence in the event that Lilly knowingly violates a 
material condition of the program that results in over-charges[.]”4 As noted above, we reserve the 
right to take any additional actions available to our Clients in order to enable them to access the 
340B Program pricing to which they are entitled and which Lilly has unilaterally, and 
unreasonably, refused to make available. 

More generally, we note that the 340B Program is available only to safety-net providers who, by 
definition, care for the most medically vulnerable patients and are either non-profit or government-
operated providers.  Our Clients use the savings from 340B drug sales to expand access to health 
care in underserved communities, consistent with Congress’s intent in establishing the 340B 
Program.  Congress’s explicit goal in creating the 340B Program was to protect covered entities 
against manufacturer price increases, “enabl[ing] these entities to stretch scarce Federal resources 
as far as possible, reaching more eligible patients and providing more comprehensive services.”5  
The 340B Program establishes, as a matter of law, a privileged place for safety-net providers where 
they are protected from unreasonable manufacturer price hikes. 

In the wake of Lilly’s refusal to provide 340B pricing to Covered Entities, our Clients have been 
forced to reassess the viability of crucial safety-net programs.  This is especially concerning in 
light of the financial success Lilly has enjoyed in recent months as noted in the HHS General 
Counsel Letter.  As a direct result of Lilly’s unilateral and unlawful action, our Clients may be 

3 Letter from Rep. David B. McKinley et al. to Sec. Azar, Sept. 14, 2020 (hereinafter “Letter from 243 Members of 
Congress”). 

4 Letter to Eli Lilly and Company (Ms. Anat Hakim) from HHS General Counsel Mr. Robert P. Charrow (September 
21, 2020) (hereinafter “HHS General Counsel Letter.”). 

5 H.R. Rep. No. 102-384, *12. 
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required to limit hours, close service lines, and otherwise limit the availability of health care 
services during a pandemic that has wrought havoc on underserved communities.  This immediate 
impact shows just how crucial the 340B Program is to ensuring that our nation’s most vulnerable 
patients receive adequate medical care.  

Under its Pharmaceutical Pricing Agreement (“PPA”), Lilly is prohibited from charging Covered 
Entities a price that exceeds the 340B ceiling prices. Lilly’s discriminatory distribution model 
violates this requirement. To be clear, Lilly was not obligated to execute the PPA.  It did so 
voluntarily in order to make available Medicaid and Medicare Part B reimbursement for its drugs.6 

Lilly is reported to have deployed the limited distribution model “as a precaution to avoid duplicate 
discounts that could be offered at [contract] pharmacies.”7  Contract pharmacy arrangements are a 
legitimate mechanism used by Covered Entities to treat their patients, and their use is founded on 
soundly reasoned, longstanding agency guidance.  As HRSA OPA noted in 1996, “[i]t would 
defeat the purpose of the 340B program if these covered entities could not use their affiliated 
pharmacies in order to participate in the 340B program.”8  Lilly executed its initial PPA in 1998,9 
three years after HRSA proposed,10 and two years after it finalized,11 its initial contract pharmacy 
guidance.  Lilly executed its current PPA in 2014,12 seven years after HRSA proposed,13 and four 
years after it finalized,14 its revised contract pharmacy guidance.  Lilly executed the addendum to 
its PPA in 2018.15  At each of these junctures, Lilly was aware of HRSA’s position with respect to 

 
6  42 U.S.C. § 1396r-8(a)(1). 

7 Maia Anderson, Eli Lilly Stops Giving 340B Discounts to Contract Pharmacies, Becker’s Hospital Review (Sept. 
3, 2020) (https://www.beckershospitalreview.com/pharmacy/eli-lilly-stops-giving-340b-discounts-to-contract-
pharmacies.html) (last accessed Sept. 17, 2020). 

8 61 Fed. Reg. 43,550 (Aug. 23, 1996). 

9 HRSA OPA, 340B OPAIS Entry for Eli Lilly (Sept. 24, 2020) (available at 
https://340bopais.hrsa.gov/manufacturerdetails/56774) (last accessed Sept. 24, 2020). 

10 60 Fed. Reg. 55,586 (Nov. 1, 1995). 

11 61 Fed. Reg. 43,549 (Aug. 23, 1996). 

12 HRSA OPA, 340B OPAIS Entry for Eli Lilly (Sept. 24, 2020) (available at 
https://340bopais.hrsa.gov/manufacturerdetails/56774) (last accessed Sept. 24, 2020). 

13 72 Fed. Reg. 1540 (Jan. 12, 2007). 

14 75 Fed. Reg. 10,272 (Mar. 5, 2010) 

15 HRSA OPA, 340B OPAIS Entry for Eli Lilly (Sept. 24, 2020) (available at 
https://340bopais.hrsa.gov/manufacturerdetails/56774) (last accessed Sept. 24, 2020). 
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contract pharmacy arrangements.  If Lilly determines that the costs of participating in the 340B 
Program outweigh the benefits, it may terminate its PPA at any time upon 60 days’ notice.16 

Neither the 340B Statute nor the PPA permit Lilly to take “precautionary” measures against 
speculative harms.  If Lilly believes that a covered entity has engaged in wrongful conduct, its 
recourse is through HRSA’s audit and dispute resolution process.  This audit process, like the 340B 
Program generally, is designed to protect both covered entities and manufacturers.  Manufacturers 
are not allowed to engage in the kind of self-help that Lilly has implemented.  Even where the 
manufacturer has evidence showing that an identified covered entity has violated the statute, it 
must continue to sell the entity drugs at 340B prices.  “Not until the entity is found guilty of 
prohibited activity and a decision is made to remove the entity from the covered entity list, will 
the manufacturers no longer be required to extend the discount.”17  At that time, HRSA can require 
the covered entity to repay the manufacturer for noncompliant discounts, and may impose civil 
monetary penalties for egregious conduct. 

The power and responsibility to enforce the 340B Statute rest with HRSA, by delegation of the 
Secretary.  As recognized by a bipartisan majority of the U.S. House of Representatives, “[t]here 
are no provisions in the statute that allow manufacturers to set conditions or otherwise impede a 
provider’s ability to access 340B discounts.”18  As such, we believe Lilly’s unilateral limitation on 
340B Covered Entity contracted pharmacy patient dispensing to be discriminatory and in violation 
of Lilly’s legal obligations. 

As a next step, we again request that Lilly reverse its position relative to our Clients and make 
them whole for any 340B discounts due for prescriptions dispensed to eligible patients beginning 
as of the date that 340B pricing was terminated, which we believe to be September 1, 2020.19  If 
Lilly is unwilling to engage in good-faith efforts with us to resolve these issues, we intend to 
request that HRSA OPA impose the maximum civil monetary penalty, $5,883, for each instance 
of overcharging a Covered Entity for 340B drugs.20  We also reserve the right to pursue all other 
remedies available to our Clients. 

 

 
16 HRSA Pharmaceutical Pricing Agreement, § VI(b) (2019). 

17 HRSA Manufacturer Audit Guidelines, 61 Fed. Reg. at 65,408 (Dec. 12, 1996).   

18 Letter from 243 Members of Congress. 

19 July 1, 2020 for Cialis. 

20 45 C.F.R. § 102.3; 42 U.S.C. § 256b(d)(1)(B)(vi). 
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Please reach out to me at tnova@hallrender.com or (414) 721-0464 to respond to our good-faith 
request to discuss and resolve this issue or with any questions. 

Very truly yours, 
 
Hall, Render, Killian, Heath & Lyman, P.C. 

 

Todd A. Nova 

cc: RADM Krista Pedley 
 Elizabeth Elias, Esq. 
 Daniel Miller, Esq. 
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EXHIBIT A 

Covered Entities 

Advocate Christ Medical Center 
DSH140208 
 
Advocate Lutheran General Hospital 
RRC140223-00 
 
Advocate North Side Health Network 
DSH140182 
 
Advocate Trinity Hospital 
DSH140048 
 
Alamance Regional Medical Center 
DSH340070 
 
Aria Health Jefferson Northeast 
DSH390115 
 
Aurora Health Care Central Inc. d/b/a 
Aurora Sheboygan Memorial Medical 
Center 
DSH520035 
 
Aurora Health Care Metro, Inc. 
DSH520138 
 
Baraga County Memorial Hospital  
CAH231307 
 
Bixby Medical Center n/k/a Charles and 
Virginia Hickman Hospital 
DSH230005 
 
Bon Secours Maryview Medical Center 
DSH490017 
 
Bon Secours Richmond Community 
Hospital 
DSH490094 
 

Centura Health - Avista Adventist Hospital 
DSH060103 
 
Children’s Hospital of San Antonio 
PED453315 
 
Children’s Hospital of Wisconsin  
PED523300 
 
CHRISTUS Health Central Louisiana d/b/a 
CHRISTUS Coushatta Health Center 
CAH191312 
 
CHRISTUS Hospital 
RRC450034 
 
CHRISTUS Jasper Memorial Hospital 
DSH450573 
 
CHRISTUS Lake Area Hospital 
DSH190201 
 
CHRISTUS Mother Frances Hospital – 
Tyler 
RRC450102 
 
CHRISTUS Santa Rosa Hospital - San 
Marcos 
DSH450272 
 
CHRISTUS Santa Rosa Health System – 
Santa Rosa Hospital Medical Center 
RRC450237 
 
CHRISTUS Spohn Hospital Alice 
DSH450828 
 
CHRISTUS Spohn Hospital Beeville 
DSH450082 
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CHRISTUS Spohn Hospital Corpus 
Christi Memorial 
DSH450046 
 
CHRISTUS Spohn Hospital Kleberg 
DSH450163 
 
CHRISTUS St. Frances Cabrini Hospital 
DSH190019 
 
CHRISTUS St. Michael 
DSH450801 
 
CHRISTUS Health Shreveport - Bossier 
DSH190041 
 
Clermont Mercy Hospital 
DSH360236 
 
Community Health Center of Branch 
County n/k/a Coldwater Regional Hospital 
DSH230022 
 
Cookeville Regional Medical Center 
RRC440059-00 
 
Cottage Grove Community Hospital 
CAH381301-00 
 
D.W. McMillan Memorial Hospital  
DSH010099 
 
Defiance Regional Hospital 
CAH361328-00 
 
Dickinson County Healthcare System 
SCH230055-00 
 
Ephraim McDowell Regional Medical 
Center, Inc. 
DSH180048 
 
Fisher-Titus Medical Center  
RRC360065 
 

Fort Logan Hospital 
CAH181315-00 
 
Fostoria Community Hospital 
CAH361318-00 
 
Good Samaritan Hospital Corvallis 
RRC380014-00 
 
Good Samaritan Regional Health Center 
RRC140046-00 
 
Good Shepherd Medical Center - Marshall 
DSH450032 
 
Gundersen Lutheran Medical Center, Inc. 
DSH520087 
 
Helen Newberry Joy Hospital 
CAH231304-00 
 
Herrick Memorial Hospital 
CAH231334-00 
 
Holy Rosary Healthcare  
CAH271347 
 
HSHS Holy Family Hospital, Inc. 
DSH140137 
 
James B. Haggin Memorial Hospital 
CAH181302-00 
 
Kennedy University Hospital - New Jersey 
DSH310086 
 
Lake View Memorial Hospital Inc. 
CAH241308-00 
 
Lee Memorial Health System d/b/a Lee 
Memorial Hospital 
DSH100012 
 
Lutheran Medical Center 
DSH060009 
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Longmont United Hospital 
DSH060003 
 
McKenzie Memorial Hospital 
CAH231314-00 
 
Memorial Hospital of Boscobel 
CAH521344-00 
 
Mercy Allen Hospital 
CAH361306-00 
 
Mercy Health - St. Charles Hospital 
DSH360081 
 
Mercy Health - St. Vincent Medical Center 
DSH360112 
 
Mercy Health Lourdes Hospital LLC 
RRC180102-00 
 
Mercy Health-Love County 
CAH371306-00 
 
Mercy Health-Marcum & Wallace Hospital, 
LLC 
CAH181301-00 
 
Mercy Hospital - St. Louis 
DSH260020 
 
Mercy Hospital ADA Inc. 
DSH370020 
 
Mercy Hospital Ardmore Inc. 
SCH370047-00 
 
Mercy Hospital Aurora 
CAH261316-00 
 
Mercy Hospital Berryville 
CAH041329-00 
 
Mercy Hospital Booneville 
CAH041318-00 

Mercy Hospital Carthage 
CAH261338-00 
 
Mercy Hospital Cassville 
CAH261317-00 
 
Mercy Hospital Columbus 
CAH171308-00 
 
Mercy Hospital Fort Smith 
DSH040062 
 
Mercy Hospital Healdton Inc. 
CAH371310-00 
 
Mercy Hospital Joplin 
DSH260001 
 
Mercy Hospital Kingfisher Inc. 
CAH371313-00 
 
Mercy Hospital Lebanon 
DSH260059 
 
Mercy Hospital Lincoln 
CAH261319-00 
 
Mercy Hospital Logan County 
CAH371317-00 
 
Mercy Hospital OKC 
RRC370013-00 
 
Mercy Hospital Springfield 
DSH260065 
 
Mercy Hospital Tishomingo Inc. 
CAH371304-00 
 
Mercy Hospital Watonga Inc. 
CAH371302-00 
 
Mercy Memorial Hospital 
CAH361312-00 
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Mercy Regional Medical Center 
DSH060013 
 
Mercy St. Francis Hospital 
CAH261335-00 
 
Mercy Willard Hospital 
CAH361310-00 
 
MidMichigan Medical Center 
SCH230222-00 
 
MidMichigan Medical Center - Alpena 
DSH230036 
 
MidMichigan Medical Center - Gladwin 
CAH231325-00 
 
MidMichigan Medical Center - Gratiot 
DSH230030 
 
Molokai General Hospital 
CAH121303-00 
 
Monument Health Custer Hospital 
CAH431323-00 
 
Monument Health Lead - Deadwood 
Hospital 
CAH431320-00 
 
Monument Health Rapid City Hospital 
DSH430077 
 
Monument Health Spearfish Hospital 
SCH430048 
 
Monument Health Sturgis Hospital 
CAH431321-00 
 
Mother Frances Hospital – Jacksonville 
CAH451319 
 
 

Mother Frances Hospital – Sulphur Springs 
– CHRISTUS Hopkins Health Alliance 
DSH450236 
 
Mother Frances Hospital – Winnsboro 
CAH451381 
 
Moundview Memorial Hospital and Clinics, 
Inc. 
CAH521309-00 
 
New Hanover Regional Medical Center 
DSH340141 
 
Niagara Falls Memorial Medical Center  
DSH330065 
 
North Hawaii Community Hospital 
DSH120028 
 
Northeast Alabama Regional Medical 
Center 
DSH010078 
 
Northwest Ohio Hemophilia Treatment 
Center 
HM11574 
 
Palmer Lutheran Health Center 
CAH161316-00 
 
PeaceHealth d/b/a Ketchikan Medical 
Center 
CAH021311-00 
 
PeaceHealth d/b/a Peace Harbor Medical 
Center 
CAH381316-00 
 
PeaceHealth d/b/a Peace Island Medical 
Center 
CAH501340-00 
 
PeaceHealth Southwest Medical Center 
DSH500050 

Case 1:21-cv-00081-SEB-MJD   Document 19-8   Filed 01/25/21   Page 14 of 40 PageID #: 923



Rachel Cramer 
September 28, 2020 
Exhibit A 

10 

PeaceHealth St. John Medical Center 
DSH500041 
 
Penn State –Milton S. Hershey Medical 
Center  
DSH390256 
 
Penrose/St. Francis Healthcare 
DSH060031 
 
ProMedica Memorial Hospital 
DSH360156 
 
Platte Valley Medical Center  
DSH060004 
 
Raphael Health Center, Inc. 
CH0514720 
 
Rappahannock General Hospital 
CAH491308-00 
 
Regional One Health 
DSH440152 
 
Ripon Medical Center, Inc. 
CAH521321-00 
 
St. Mary's Hospital and Medical Center 
HV00593 
 
Sanford Bagley Medical Center 
CAH241328-00 
 
Sanford Bemidji Medical Center 
DSH240100 
 
Sanford Bismarck 
DSH350015 
 
Sanford Canton - Inwood Medical Center 
CAH431333-00 
 
Sanford Clinic Brookings 
FP572012 

Sanford Clinic Watertown 
FP572011 
 
Sanford Health Network d/b/a Sanford 
Canby Medical Center 
CAH241347-00 
 
Sanford Health Network d/b/a Sanford 
Chamberlain Medical Center 
CAH431329-00 
 
Sanford Health Network d/b/a Sanford 
Medical Center Clear Lake 
CAH431307-00 
 
Sanford Health Physicians Partners 
FP571057 
 
Sanford Health Westbrook Medical Center 
CAH241302-00 
 
Sanford Hillsboro 
CAH351329-00 
 
Sanford Hospital Webster 
CAH431311-00 
 
Sanford Jackson Medical Center 
CAH241315-00 
 
Sanford Medical Center Fargo 
DSH350011 + HM10193 
 
Sanford Medical Center Luverne 
CAH241371-00 
 
Sanford Medical Center Mayville 
CAH351309-00 
 
Sanford Medical Center Wheaton 
CAH241304-00 
 
Sanford Sheldon Medical Center 
CAH161381-00 
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Sanford Thief River Falls 
CAH241381-00 
 
Sanford Tracy Medical Center 
CAH241303-00 
 
Sanford USB Medical Center Sioux Falls 
HM57117 
 
Sanford USD Medical Center 
DSH430027 
 
Sanford Vermillion Medical Center 
CAH431336-00 
 
Sanford Worthington Medical Center 
DSH240022 
 
Schneck Medical Center 
DSH150065 
 
Sedgwick County Hospital & Nursing Home 
CAH061310-00 
 
Shawnee Health Service and Development 
Corporation 
CH050040 
 
St. James Healthcare 
SCH270017 
 
Saint Joseph Hospital 
DSH060028 
 
St. Mary’s Hospital and Medical Center Inc. 
DSH060023 
 
South Suburban Hospital 
RRC140250-00 
 
Spectrum Health Big Rapids Hospital 
SCH230093-00 
 
Spectrum Health Gerber 
CAH231338-00 

Spectrum Health Hospitals 
HM935 
 
Spectrum Health Hospitals 
DSH230038 
 
Spectrum Health Ludington 
SCH230110-00 
 
Spectrum Health Pennock Hospital 
CAH231339-00 
 
Spectrum Health Reed City Hospital 
CAH231323-00 
 
Spectrum Health United Hospital 
DSH230035 
 
Springfield Regional Medical Center 
DSH360086 
 
SSM Cardinal Glennon Children's Medical 
Center 
HM13100 
 
SSM DePaul Health Center 
DSH260104 
 
SSM Health Saint Louis University Hospital 
DSH260105 
 
SSM St. Anthony Hospital 
DSH370037 
 
SSM St. Joseph Health Center 
DSH260005 
 
SSM St. Mary's Health Center 
DSH260091 
 
St. Anthony North Health Campus 
DSH060104 
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January 6, 2021 

 

Jessica M. Andrade 
206.393.5422 
206.299.9423 Fax 
jessica.andrade@polsinelli.com 
 

Via Email 
 
Eli Lilly & Company 
340B@lilly.com 
 
Derek Asay 
Senior Director, Government Strategy, Federal Accounts & Quality  
asay_derek_l@lilly.com 
 
Heather Dixson 
Director, Government Price Reporting 
dixson_heather_a@lilly.com 

  
Re: HHS Advisory Opinion 20-06 

Dear Mr. Asay and Ms. Dixson: 

On behalf of University of Washington Medical Center (“UWMC”) and Harborview 
Medical Center (“HMC”) (collectively, “UW Medicine Hospitals”), we write with regard to your 
continued policies unlawfully restricting covered entities’ ability to purchase covered outpatient 
drugs at 340B prices through contract pharmacies.  UW Medicine Hospitals have previously 
reached out with regard to the unlawfulness of your policy, under both statutory and regulatory 
provisions, and the negative impact your policy is having on UW Medicine Hospitals and their 
patients, especially during the fight against COVID-19.   

Since the time of our original correspondence, the Department of Health and Human 
Services (“HHS”) has issued Advisory Opinion 20-06 on Contract Pharmacies Under the 340B 
Program.1  This Advisory Opinion makes clear, as UW Medicine Hospitals’ previous 
correspondence has explained, that “to the extent contract pharmacies are acting as agents of a 
covered entity, a drug manufacturer in the 340B Program is obligated to deliver its covered 
outpatient drugs to those contract pharmacies and to charge the covered entity no more than the 
340B ceiling price for those drugs.”  Further, the Advisory Opinion outlines that the statutory 
language, the Pharmaceutical Pricing Agreement (“PPA”), and the purpose and the history of the 
340B Program all support this conclusion.  In light of the Advisory Opinion your continued denial 
                                                 
1 Available at https://www.hhs.gov/guidance/sites/default/files/hhs-guidance-documents/340B-AO-FINAL-12-30-
2020_0.pdf. 
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of 340B pricing puts Lilly’s PPA and reimbursement under the Medicaid and Medicare Part B 
programs at risk, and subjects Lilly to civil monetary penalties for each overcharge or denied 
purchase.   

Given the Advisory Opinion and the numerous other indications from both government 
and industry authorities that your policy with regard to contract pharmacies is unlawful and 
harmful to covered entities, we ask that you revoke your policy effective immediately.  We also 
ask that you reverse any transactions where you have charged UW Medicine Hospitals above the 
applicable ceiling price for 340B covered outpatient drugs, and compensate UW Medicine 
Hospitals for its losses otherwise incurred in being blocked from purchasing covered outpatient 
drugs at 340B pricing through its contract pharmacies.   

It is UW Medicine Hospitals’ intent to seek reimbursement of these losses through 
administrative action, including applicable fees and costs, should you not reverse your policy. 
Given the negative impacts of your policy and the need to seek administrative relief, we would 
appreciate your swift response by January 14, 2021. 

Sincerely, 

 
Jessica M. Andrade 
 

JMA:jma 
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January 19, 2021 

 

Eli Lilly and Company 

893 Delaware Street 

Indianapolis, IN 46225       340B@Lilly.com 

Re:  Jamestown S'Klallam Tribe Demand Letter Regarding 340B Access and 

Repayment 

 

To Whom It May Concern: 

On behalf of the Jamestown S'Klallam Tribe (Tribe), I write to request that Eli Lilly 
immediately resume providing 340B Program pricing at the Tribe's contract pharmacies 
and repay amounts that Eli Lilly has overcharged the Tribe.  Since September 1, 2020, 
Eli Lilly has restricted access to the 340B Program by charging higher than the ceiling 
price at the Tribe's contract pharmacies.  This restriction of 340B access is illegal, as 
recognized by the Department of Health and Human Services (HHS) Office of General 
Counsel (OGC) Advisory Opinion 20-06.1  Additionally, Eli Lilly has an obligation to 
repay all amounts it has overcharged the Tribe as a result of this illegal restriction. 

 Importance of 340B Access and Contract Pharmacies to the Tribe 

The Tribe and the patients it serves depend on the 340B Program for access to 
important medications.  As you may be aware, despite treaty and trust obligations to 
provide for Indian health care, the federal government only funds the Indian health 
system at approximately 60 percent of need, making it the most underfunded federal 
health care program.  Because of this reality, we depend on various protections in law 
that assist us in maximizing limited resources in order to serve our patients.  One such 
important protection is access to the 340B Program, which Congress created with the 
intent "to stretch scarce Federal resources as far as possible."2  Every dollar we save 
due to 340B discount pricing is put toward meeting the Tribe's patient care needs. 

The Tribe relies on contract pharmacies to deliver 340B drugs to its patients.  Each 
pharmacy that the Tribe contracts with is an agent of the Tribe for the purposes of the 
340B Program,3 and these contract pharmacies are essential to getting much-needed 
medications into the hands of the Tribe's patients. 

 Illegal Restriction of 340B Access 

Eli Lilly's restriction of 340B access violates the company's statutory obligations and 
leaves it vulnerable to civil and monetary penalties as well as other legal action.   

 
1 HHS OGC, Advisory Op. 20-06, On Contract Pharmacies Under the 340B Program (Dec. 30, 2020) 
[hereinafter "Advisory Op. 20-06"], https://www.hhs.gov/guidance/sites/default/files/hhs-guidance-
documents/340B-AO-FINAL-12-30-2020_0.pdf.  
2 H.R. Rep. No. 102-384, Pt. 2 at 12 (1992). 
3 See Advisory Op. 20-06 at 6. 
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The 340B program is governed by section 340B of the Public Health Service Act, 42 
U.S.C. § 256b, and it requires drug manufacturers to participate in the 340B drug 
discount program for the manufacturers to receive payment for their outpatient drugs 
from Medicaid or Part B of Medicare.  The statute requires the Secretary of Health and 
Human Services (HHS) to enter into a rebate agreement with each manufacturer of 
covered outpatient drugs.  The rebate agreement must require the manufacturer to offer 
each covered entity covered outpatient drugs for purchase at or below the applicable 
discount ceiling price.   

Since its inception, the 340B Program has relied on the existence of contract pharmacy 
arrangements to achieve its objectives,4 and the Health Resources and Services 
Administration (HRSA) long ago published guidelines in the Federal Register approving 
the purchase of drugs by covered entities for shipment to a contract pharmacy.  See, 61 
Fed. Reg. 43549 (Aug. 23, 1996).  HRSA issued final guidance in 2010 allowing 
covered entities to use multiple contract pharmacies. 75 Fed. Reg. 10272, 10274–
10278 (Mar. 5, 2010).   

HHS OGC concluded in Advisory Opinion 20-06, "covered entities under the 340B 
Program are entitled to purchase covered outpatient drugs at no more than the 340B 
ceiling price––and manufacturers are required to offer covered outpatient drugs at no 
more than the 340B ceiling price—even if those covered entities use contract 
pharmacies to aid in distributing those drugs to their patients."5  HHS OGC based this 
conclusion on the plain language of Section 340B, which requires 340B pricing to be 
provided for covered drugs "purchased by a covered entity" and places no restriction on 
where such drugs may be delivered.6  HHS OGC specifically found that "the situs of 
delivery … is irrelevant."7 

 Eli Lilly's Single Contract Pharmacy Exception is Insufficient  

Even after HHS OGC's Advisory Opinion made it clear that Eli Lilly's restriction of 340B 
access is illegal, Eli Lilly sent the Tribe a request to select a single contract pharmacy.  
Eli Lilly is obligated under law to immediately resume shipment of 340B drugs to all of 
the Tribe's contract pharmacies.  It is not permitted to insist that the Tribe choose only 
one pharmacy.   

HHS OGC stated in Advisory Opinion 20-06 that "neither the agency nor a private actor 
is authorized by section 340B to add requirements to the statute."8  Thus, 
manufacturers may not add to the statute a requirement that only a single contract 
pharmacy arrangement will be honored under the 340B Program.  Manufacturers are 
required to provide 340B pricing at all contract pharmacies, and failure to do so could 
subject them to civil and monetary penalties and other legal action. 

 

 
4 Advisory Op. 20-06 at 3–4. 
5 Id. at 8. 
6 Id. at 2 ("This fundamental requirement is not qualified, restricted, or dependent on how the covered 
entity chooses to distribute the covered outpatient drugs."). 
7 Id. at 3. 
8 Id. at 2. 
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Repayment of Overcharges 

Eli Lilly is additionally required to repay the Tribe for the amounts it has overcharged the 
Tribe by refusing to provide 340B pricing to the Tribe's contract pharmacies since 
September 1, 2020.  The Tribe requests that Eli Lilly immediately remit the amount of 
these illegal overcharges to the Tribe. 

HRSA has previously stated that "manufacturers are required to issue refunds if it is 
determined that a covered entity paid a price higher than the 340B ceiling price."9  
Further, "[i]f a manufacturer refuses to refund covered entities after it has been 
determined covered entities were overcharged … that could meet the knowingly and 
intentionally standard to apply a civil monetary penalty."10   

 Conclusion 

The Tribe requests that Eli Lilly immediately resume providing 340B access to all of the 
Tribe's contract pharmacies and repay the Tribe the amounts the company has 
overcharged the Tribe for 340B covered drugs since September 1, 2020.   

Sincerely,  

 

W. Ron Allen, Chairman/CEO 

Cc: National Congress of American Indians (NCAI) 
 National Indian Health Board (NIHB) 
 Portland Area Indian Health Board (PAIHB) 
 American Indian Health Commission (AIHC) 
 

 

  

 
9 83 Fed. Reg. 1210, 1219 (Jan. 5, 2017). 
10 Id. at 1218. 
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