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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF MAINE

THE AMERICAN HOSPITAL ASSOCIATION,
THE MAINE HOSPITAL ASSOCIATION, ST.
MARY’S REGIONAL MEDICAL CENTER,
NATHAN LITTAUER HOSPITAL & NURSING
HOME, UNITY MEDICAL CENTER, and
DALLAS COUNTY MEDICAL CENTER,

Plaintiffs,

V.

ROBERT F. KENNEDY, JR. Secretary of the U.S.

Department of Health and Human Services,
THOMAS J. ENGELS, Administrator, Health
Resources and Services Administration, THE
HEALTH RESOURCES AND SERVICES
ADMINISTRATION, THE UNITED STATES
DEPARTMENT OF HEALTH AND HUMAN
SERVICES, and THE UNITED STATES OF
AMERICA,

Defendants.
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Boehringer Ingelheim Pharmaceuticals, Inc. and Novo Nordisk Inc. hereby move for leave
to intervene in this action pursuant to Federal Rules of Civil Procedure 24(a) and 24(b).

INTRODUCTION

Boehringer Ingelheim Pharmaceuticals, Inc. (“Boehringer”) and Novo Nordisk Inc.
(“Novo Nordisk”) (collectively, “the Manufacturers”) move to intervene in this action to represent
their distinct interests as manufacturers participating in the 340B Rebate Model Pilot Program
(“pilot program”). The Manufacturers satisfy the requirements for intervention as of right pursuant
to Federal Rule of Civil Procedure 24(a)(2). This motion is timely—filed only nine days after
Plaintiffs filed their Complaint—and the Manufacturers will abide by any case deadlines, including
the briefing schedule on Plaintiffs’ motion for immediate relief.! The Manufacturers have a clear
and substantial interest in the lawfulness of the pilot program that would be impaired if Plaintiffs
succeed in delaying or halting the pilot program’s implementation. The pilot program is necessary
to ensure—consistent with federal statutory mandates—that manufacturers are not forced to
provide steep and functionally unrecoverable duplicate discounts on their prescription drugs.
Indeed, upending the pilot program at this late date will throw manufacturers’ plans for
deduplication, which are overseen by two federal agencies, into disarray—and effectively require
the Manufacturers to pay duplicate discounts contrary to federal law. The federal Defendants
cannot adequately represent the Manufacturers’ commercial interests in ensuring that the pilot
program begins as scheduled on January 1, 2026. In the alternative, the Manufacturers meet the

standard for permissive intervention under Rule 24(b).>

! The Manufacturers are also prepared to coordinate with any other Intervenor-Defendants to avoid duplicative briefing
to the extent possible.

2 The Manufacturers have sought the parties’ position on this motion. At the time of filing, Defendants have not yet
responded. Plaintiffs stated they will oppose the motion. The Manufacturers respectfully request that any opposition
to this motion be due by December 15, 2025, in line with the Court’s December 8, 2025, Minute Order.

1
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BACKGROUND

A pharmaceutical manufacturer participating in the 340B program must offer its products
at a discount rate to statutorily defined “covered entities.” The 340B statute expressly directs that
this discount rate—known as the “ceiling price”—may be effectuated by either a front-end
“discount” or back-end “rebate.” 42 U.S.C. § 256b(a)(1). But the statute contains no requirement
that covered entities pass through the discount to patients. 61 Fed. Reg. 43,549, 43,551 (Aug. 23,
1996) (“Section 340B does not limit the pricing behavior of covered entities.”).

Both Boehringer and Novo Nordisk manufacture innovative pharmaceutical products that
are covered by the 340B program. See Boehringer Ingelheim, Comment Letter on 340B Rebate
Model Pilot Program Notice at 1 (Sept. 8, 2025) (Ex. A); Novo Nordisk, Comment Letter on 340B
Rebate Model Pilot Program Notice at 2 (Sept. 8, 2025) (Ex. B). Beginning on January 1, 2026,
several of these drug products will also be subject to a new requirement in the Inflation Reduction
Act (“IRA”) that directs manufacturers to provide Medicare beneficiaries access to the product at
a discounted “maximum fair price” (“MFP”), as prescribed by the Centers for Medicare &
Medicaid Services (“CMS”). See Ex. A at 1; Ex. B at 2; 42 U.S.C. § 1320f-2(a).

The separate discounts mandated by the IRA and 340B programs will often overlap—for
example, when a Medicare patient receives treatment from a hospital that is a covered entity under
the 340B program. The IRA addresses these scenarios by (1) directing manufacturers to offer only
the lower of the MFP or the 340B ceiling price on a prescription, and (2) mandating that
manufacturers “shall not be required to provide” both the MFP and 340B discounts. See 42 U.S.C.

§ 1320f-2(d). Manufacturers are further required to provide the MFP discount in the form of



Case 2:25-cv-00600-JAW  Document 50 Filed 12/10/25 Page 8 of 17 PagelD #:
518

reimbursement after the manufacturer receives notice that a patient is eligible.® Thus, if a covered
entity purchases a product at the 340B price, and the product is later dispensed to an IRA-eligible
patient, a duplicate discount may occur. A rebate model solves that problem by equipping
manufacturers with a mechanism to prevent duplicate discounts, in accordance with the IRA, when
the IRA’s discount requirement takes effect in January 2026. See Ex. A at 1; Ex. B at 1.

On August 1, 2025, the Health Resources and Services Administration (“HRSA”)
announced the 340B Rebate Model Pilot Program “primarily to address” manufacturers’ need to
“de-duplicate” 340B and IRA discounts. 90 Fed. Reg. 38,165, 36,163 (Aug. 7, 2025).
Accordingly, as initially created, the pilot program applies narrowly to a small group of drugs:
those subject to IRA discounts beginning on January 1, 2026. See id. One of Boehringer’s drugs
(Jardiance®) and six of Novo Nordisk’s drugs (Fiasp®; Fiasp FlexTouch®; Fiasp PenFill®;
NovoLog®; NovoLog FlexPen®; and NovoLog PenFill®) fall within that category.* Under the
pilot program, manufacturers will provide 340B discounts through a rebate after an initial purchase
at market price, rather than through a discount at the time of purchase. See 90 Fed. Reg. at 36,163.

Boehringer and Novo Nordisk each applied to HRSA for authorization to operate a rebate
model under the program. On October 30, 2025, HRSA approved the applications and authorized
the Manufacturers to begin implementing their models on January 1, 2026. See Decl. of Christine
Marsh, 99 33-34 (“Marsh Decl.”); Decl. of Farruq Jafery, 4 24 (“Jafery Decl.””). The Manufacturers
also submitted an MFP effectuation plan to CMS, explaining that they would rely on the pilot to

prevent duplication of IRA and 340B discounts. See Marsh Decl. 9§ 36; Jafery Decl. q 25.

3 See Memorandum from CMS Deputy Admin. & Director of the Center for Medicare, Medicare Drug Price
Negotiation Program at 127, Centers for Medicare & Medicaid Services (June 30, 2023),
https://www.cms.gov/files/document/revised-medicare-drug-price-negotiation-program-guidance-june-2023.pdf.

4 See CMS, Medicare Drug Price Negotiation Program: Selected Drugs for Initial Price Applicability Year 2026 (Aug.
2023), https://www.cms.gov/files/document/fact-sheet-medicare-selected-drug-negotiation-list-ipay-2026.pdf.

S
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On December 1, 2025, more than a month after HRSA’s approval orders, the Plaintiffs
filed this action, contending that HRSA’s pilot program violates the Administrative Procedure Act
(“APA”). That same day, Plaintiffs moved for a temporary restraining order (“TRO”), seeking to
enjoin the pilot program before it begins. To protect their substantial interests as participants in
their rebate models, the Manufacturers now move to intervene.

ARGUMENT

L The Manufacturers Are Entitled to Intervene as of Right Under Rule 24(a).

The Manufacturers may intervene as of right because: (1) the motion is timely; (2) the
Manufacturers have a “concrete interest” in defending the lawfulness of the pilot program; (3)
there is “a realistic threat that resolution of the pending action will hinder” the Manufacturers’
ability to effectuate that interest; and (4) the federal Defendants do not adequately represent the
Manufacturers’ interests. 7-Mobile Ne. LLCv. Town of Barnstable, 969 F.3d 33, 39 (1st Cir. 2020)
(citing Fed. R. Civ. P. 24(a)).

Timeliness. The Manufacturers’ motion to intervene—filed just nine days after Plaintiffs
filed their Complaint—is timely. This case is still in “the initial stages.” Geiger v. Foley Hoag
LLP Retirement Plan, 521 F.3d 60, 64 (1st Cir. 2008). The federal Defendants have not filed their
opposition to Plaintiffs’ motion or any responsive pleading, and this Court has not ruled on any
substantive motions. Courts regularly find motions to intervene timely in similar circumstances.
See, e.g., Orkin v. Albert, 557 F. Supp. 3d 252, 260 (D. Mass. 2021); Ne. Patients Grp. v. Maine
Dep’t of Admin. & Fin. Servs., 2021 WL 1135019, at *3 (D. Me. Mar. 23, 2021).

Further, no party will be prejudiced if the Court allows the Manufacturers to intervene.
The Manufacturers will observe all case deadlines, including the briefing schedule on Plaintiffs’
motion for a TRO. See, e.g., S.R.C. by Cobbett-Walden v. Miller, 2025 WL 3267608, at *2 (D.

Mass. Nov. 24, 2025) (Plaintiffs not prejudiced “because this case is only at its initial stage” where

4
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TRO briefed). Any urgency in this case is due to Plaintiffs’ delay: Plaintiffs filed their complaint
four months after HRSA announced the pilot program and more than one month after HRSA
approved the Manufacturers’ rebate models. In contrast, as discussed below, the Manufacturers
would face significant prejudice if denied the opportunity to intervene. See, e.g., Littlefield v. U.S.
Dep 't of the Interior, 318 F.R.D. 558, 560 (D. Mass. 2016) (“[G]iven the [intervenor’s] undeniable
and compelling interest in the outcome of th[e] litigation, their risk of prejudice is substantial.”).
Significantly Protectable Interest. The Manufacturers have a “significantly protectable
interest” at stake in this litigation that is “direct, not contingent,” Pub. Serv. Co. of N.H. v. Patch,
136 F.3d 197, 205 (1st Cir. 1998) (quotations omitted), and “bear[s] a sufficiently close
relationship to the dispute between the original litigants” over the legality of HRSA’s pilot
program, Travelers Indem. Co. v. Dingwell, 884 F.2d 629, 638 (1st Cir. 1989) (quotations omitted).
The pilot program provides a mechanism that enables the Manufacturers to apply the correct
discount under either the 340B program or the IRA program, as required by statute. Without the
rebate model, the Manufacturers will face either substantial economic losses due to duplicate
discounts, or potential penalties due to a failure to comply with the statutes’ requirements. See,
e.g., Conservation Law Foundation v. Mosbacher, 966 F.2d 39, 42—43 (1st Cir. 1992) (sufficient
interest to support intervention where movant is “the subject[] of the regulatory plan” and will face
effects to “business, both immediately and in the future”); Pub. Serv. Co. of N.H. v. Patch, 173
F.R.D. 17, 27 (D.N.H. 1997), aff’d, 136 F.3d 197 (1st Cir. 1998) (intervenors had “sufficiently
close relationship” because they had “a direct interest in the substance of the” regulatory action).
Impairment of Interest. Because the HRSA action challenged by Plaintiffs advances the
Manufacturers’ significantly protectable interests, those interests would be impaired if Plaintiftfs’

claims succeed. See Daggett v. Comm ’n on Governmental Ethics & Election Practices, 172 F.3d
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104, 110-11 (Ist Cir. 1999) (requirement satisfied where disposition of the case could adversely
affect the would-be intervenor’s significantly protectable interest); see also Portland Cellular
P’ship v. Inhabitants of the Town of Cape Elizabeth, 2015 WL 12990147, at *2 (D. Me. Feb. 3,
2015) (when intervenor’s interests are related to the dispute, “[t]he third Rule 24(a)(2) factor
requires little discussion™). A ruling in Plaintiffs’ favor would invalidate or delay the pilot
program, leaving the Manufacturers without a mechanism to prevent duplicate discounts—and
causing Manufacturers substantial and unrecoverable economic losses.

Inadequate Representation. The Manufacturers satisfy the “minimal” requirement that
the representation afforded by the existing parties “may be” inadequate. Students for Fair
Admissions, Inc. v. President & Fellows of Harvard Coll., 807 F.3d 472, 475 (1st Cir. 2015)
(quoting Trbovich v. United Mine Workers of Am., 404 U.S. 528, 538 n.10 (1972)). “The essential
question,” this Court has explained, “is whether the goals™ of the existing governmental party
“may” “differ from the goals of the Intervenors.” Animal Protection Inst. v. Martin, 241 F.R.D.
66, 68 (D. Me. 2007) (Woodcock, l.); see also Mosbacher, 966 F.2d at 44 (“[a]n intervenor need
only show that representation may be inadequate, not that it is inadequate”).

The First Circuit historically has recognized a rebuttable presumption of adequate
representation when a potential intervenor shares an ultimate goal with an existing party or when
it “seeks to appear alongside a governmental body in defense of the validity of some official
action.” T-Mobile, 969 F.3d at 39. More recently, however, the Supreme Court has cast doubt on
this presumption. See Berger v. N.C. State Conf. of the NAACP, 597 U.S. 179, 196-98 (2022); see
also Bost v. Ill. Bd. of Elections, 75 F.4th 682, 688 n.3 (7th Cir. 2023) (Berger “called into question
whether any presumption of adequate representation is appropriate”). Even if the presumption

remains good law, it generally does not apply “[w]here the absentee’s interest is similar to, but not
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identical with, that of one of the parties.” Berger, 597 U.S. at 197 (quotations omitted). Here, the
federal Defendants’ interests are far from “identical” to Manufacturers’. Rather, the interests of
the two groups are distinct, in at least two critical ways.

First, the Manufacturers have substantial commercial interests in the pilot program that the
federal Defendants do not. Unlike the government, the Manufacturers would face significant
economic losses from duplicate discounts or risk civil penalties for failure to provide the correct
discount if they are required to provide up-front 340B discounts after the IRA’s requirements go
into effect. See 42 U.S.C. § 13201-2(d); id. § 256b(d)(1)(B)(vi). The Manufacturers thus have a
particular financial interest in ensuring that their rebate models can operate on January 1, 2026.
See Animal Protection, 241 F.R.D. at 70 (“there are private interests at stake, which the Intervenors
stand to lose if [plaintiff] prevails in its action”). The Manufacturers also have expended
substantial resources in modifying their 340B procedures to prepare for the program. Marsh Decl.
9| 34; Jafery Decl. § 26. Those procedures would be upended if the pilot program is enjoined.

Second, the federal Defendants must “bear in mind broader public-policy implications” and
general concerns about the government’s regulatory authority that the Manufacturers do not.
Berger, 597 U.S. at 196; see Animal Protection, 241 F.R.D. at 70 (“‘While the [governmental party]
may take into account the Intervenors’ economic ... interests, it must also weigh countervailing
factors, such as the more broadly viewed public interest”). Instead, the Manufacturers “will focus
on defending [this action] vigorously on the merits without an eye to crosscutting administrative

b

concerns.” Berger, 597 U.S. at 198. The Manufacturers also have a broader interest in defending
their rebate models separate from the process HRSA employed in this action. Notably, Plaintiffs

themselves rely on prior HRSA statements rejecting manufacturers’ proposals for rebate models.
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See, e.g., Mot. for TRO at 10; Complaint at 52. Particularly in light of HRSA’s prior statements,
manufacturers have a clear interest in presenting a vigorous defense of their rebate models.

Accordingly, courts have “often concluded that governmental entities do not adequately
represent the interests of aspiring intervenors” where the government must represent the public
interest, not the intervenor’s unique private-sector interests. Crossroads Grassroots Pol’y
Strategies v. FEC, 788 F.3d 312, 321 (D.C. Cir. 2015) (quoting Fund For Animals, Inc. v. Norton,
322 F.3d 728, 736 (D.C. Cir. 2003)); see, e.g., Mosbacher, 966 F.2d at 44 (government’s
“judgments are necessarily constrained by [its] view of the public welfare,” while regulated parties
“may see their own interest in a different . . . light”); NYNEX Corp. v. FCC, 153 F.R.D. 1, 3 (D.
Me. 1994) (interests not adequately represented where agency “defend[s] this case from the
perspective of the overall national public welfare” and favorable ruling “may” result in “new
regulations” detrimental to movant’s interests).

To the extent any presumption of adequate representation applies, “the intervenor need
only offer an adequate explanation as to why it is not sufficiently represented by the named
party”—for example, by demonstrating “that its interests are sufficiently different in kind or degree
from those of the named party.” B. Fernandez & Hnos., Inc. v. Kellogg USA, Inc., 440 F.3d 541,
546 (1st Cir. 2006) (quotations omitted). The Manufacturers’ distinct financial interests described
above are sufficient to overcome this presumption. See, e.g., McDonough v. City of Portland, 2015
WL 3755289, at *4 (D. Me. June 16, 2015) (presumption overcome where government “must
account for a spectrum of governmental interests far broader than the discrete commercial interests
[a putative intervenor] seeks to protect™).

Plaintiffs’ TRO motion underscores the need for intervention. The Manufacturers have a

financial interest in the uninterrupted implementation of their rebate models that Plaintiffs seek to
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enjoin, and would be significantly and immediately harmed if they were precluded from using this
mechanism to adjudicate 340B claims. Conversely, the federal Defendants do not suffer a similar
harm if an injunction issues, since it is the Manufacturers (not the government) that are charged
with implementing a mechanism that complies with the law as of January 1, 2026. Furthermore,
the federal Defendants cannot provide information regarding the severe harm that would befall the
Manufacturers if the program were enjoined, or the efforts the Manufacturers have undertaken
prepare for the program’s implementation date. Simply put, the Manufacturers, not HRSA, will
suffer significant and immediate harm if the program is enjoined. And the federal Defendants’
interests could deviate from those of the Manufacturers. As another court recognized, “[o]f course
HRSA might treat” covered entities and manufacturers “differently,” since “covered entities are
the beneficiaries of the lower prices guaranteed by the 340B Program.” Johnson & Johnson Health
Care Sys., Inc. v. Kennedy, 2025 WL 1783901, at *13 (D.D.C. June 27, 2025). The Manufacturers
thus must intervene to present critical information that the federal Defendants cannot.

Notably, a group of hospitals and hospital associations moved to intervene in related
litigation in which drug manufacturers challenged HRSA’s denial of earlier proposals for 340B
rebate models, and those motions to intervene were granted. See, e.g., Order, Johnson & Johnson
v. HHS, No. 1:24-cv-3188, ECF 50 (D.D.C. May 15, 2025) (granting intervention under Rule
24(a)); Order, Sanofi-Aventis U.S. LLC v. HHS, No. 1:24-cv-3496, ECF 32 (D.D.C. Mar. 4, 2025)
(same). In support of these motions, the would-be intervenors argued that HRSA could not
adequately represent their “financial interests,” nor could HRSA “adequately describe the impact
that [the] proposed rebate model w[ould] have” on their businesses. Mot. to Intervene, No. 1:24-
cv-3188, ECF 14-1 at 22-23 (D.D.C. Jan. 30, 2025); see also Mot. to Intervene, No. 1:24-cv-3496,

ECF 23-1 at 17-19 (D.D.C. Feb. 5, 2025) (similar). The same is true here.
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II1. Alternatively, the Manufacturers Should Be Allowed to Intervene Under Rule 24(b).

Federal Rule of Civil Procedure 24(b) allows a court to permit intervention where the
motion is timely, the movant has a claim or defense that shares with the main action a common
question of law or fact, and intervention will not unduly delay or prejudice the adjudication of the
original parties’ rights. These requirements are “construed liberally.” Animal Protection, 241
FR.D. at 68. “The fact that the applicants may be helpful in fully developing the case is a
reasonable consideration in deciding on permissive intervention.” Daggett, 172 F.3d at 113.

The Manufacturers meet these requirements. They have timely moved for leave to
intervene, such that granting this motion would not prejudice the original parties or delay this case.
In addition, the defenses that the Manufacturers intend to raise will involve common questions of
law or fact. For example, the Manufacturers’ opposition will address the standards imposed by
the APA, as well as the factual record that informed HRSA’s decision to implement the pilot
program and approve the Manufacturers’ rebate model applications. Finally, as shown above, the
Manufacturers have a substantial interest in the outcome of this litigation that cannot be adequately
represented by the federal Defendants, and their intervention would be helpful in fully developing
the case by adding a key perspective as entities subject to the 340B rebate model pilot program.’

CONCLUSION

The Manufacturers have a substantial and distinct interest in the outcome of this action and

have timely moved for leave to intervene. This Court should grant the motion for intervention.

5 Federal Rule of Civil Procedure 24(c) requires that a motion to intervene be accompanied by a responsive pleading.
The Manufacturers request that this requirement be waived because the APA claims in this action likely will be
resolved without the filing of an answer, and no party will suffer prejudice in the absence of a responsive pleading.
See Peaje Invs. LLC v. Garcia-Padilla, 845 F.3d 505, 515 (1st Cir. 2017) (recognizing flexibility in Rule 24(c)’s
requirements, absent prejudice to any party).

— 10—
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Respectfully submitted,

/s/ Alfred C. Frawley IV

Alfred C. Frawley IV (Maine Bar No. 004854)
MCcCLOSKEY, MINA, CUNNIFF & FRAWLEY, LLC
12 City Center

Portland, Maine 04101

Tel.: (207) 772-6805

Fax: (207) 879-9374

afrawley@lawmmc.com

Kevin F. King (pro hac vice pending)
Thomas Brugato (pro hac vice pending)
Daniel G. Randolph (pro hac vice pending)
COVINGTON & BURLING LLP

One City Center

850 10th Street NW

Washington, D.C. 20001

Tel.: (202) 662-6000

Fax: (202) 662-6302

kking@cov.com

tbrugato@cov.com
drandolph@cov.com

Counsel for Boehringer Ingelheim
Pharmaceuticals, Inc. and
Novo Nordisk Inc.

December 10, 2025



Case 2:25-cv-00600-JAW  Document 50  Filed 12/10/25 Page 17 of 17 PagelD #:
527

CERTIFICATE OF SERVICE
I hereby certify that, on December 10, 2025, I caused the foregoing document to be filed
with the Clerk of the Court of the United States District Court for the District of Maine using the

Court’s CM/ECF system.

/s/ Alfred C. Frawley 1V
Alfred C. Frawley IV

Counsel for Boehringer Ingelheim
Pharmaceuticals, Inc. and
Novo Nordisk Inc.
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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF MAINE

THE AMERICAN HOSPITAL ASSOCIATION,
THE MAINE HOSPITAL ASSOCIATION, ST.
MARY’S REGIONAL MEDICAL CENTER,
NATHAN LITTAUER HOSPITAL & NURSING
HOME, UNITY MEDICAL CENTER, and
DALLAS COUNTY MEDICAL CENTER,

Plaintiffs,

V.
Case No. 2:25-cv-00600-JAW
ROBERT F. KENNEDY, JR. Secretary of the U.S.
Department of Health and Human Services,
THOMAS J. ENGELS, Administrator, Health
Resources and Services Administration, THE
HEALTH RESOURCES AND SERVICES
ADMINISTRATION, THE UNITED STATES
DEPARTMENT OF HEALTH AND HUMAN
SERVICES, and THE UNITED STATES OF
AMERICA,

Defendants.

DECLARATION OF ALFRED C. FRAWLEY IV IN SUPPORT OF
BOEHRINGER INGELHEIM PHARMACEUTICALS, INC.’S
AND NOVO NORDISK INC.’S MOTION TO INTERVENE

Alfred C. Frawley IV declares, under penalty of perjury and pursuant to 28 U.S.C. § 1746,
as follows:

1. I am a member of the bars of Maine and Massachusetts, and I am at attorney at the
law firm McCloskey, Mina, Cunniff & Frawley, LLC, counsel to Boehringer Ingelheim
Pharmaceuticals, Inc. (“Boehringer”) and Novo Nordisk Inc. (“Novo Nordisk™). I submit this
declaration and the attached exhibits in support of Boehringer’s and Novo Nordisk’s motion to

intervene.
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2. Attached as Exhibit A is a true and correct copy of a comment submitted by
Boehringer on the 340B Program Notice, HHS Docket No. HRSA-2025-14619 (Sept. 8, 2025),
available at https://www.regulations.gov/comment/HRSA-2025-0001-0873.

3. Attached as Exhibit B is a true and correct copy of a comment submitted by Novo
Nordisk on the 340B Program Notice, HHS Docket No. HRSA-2025-14619 (Sept. 8, 2025),
available at https://www.regulations.gov/comment/HRSA-2025-0001-0679.

I declare under penalty of perjury that the foregoing is true and correct.

Dated: December 10, 2025

s/ Alfred C. Frawley IV
Alfred C. Frawley IV
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: Dat September 08, 2025
i Boehringer e eper
iV Ingelheim

Boehringer Ingelheim USA
Corporation
900 Ridgebury Road

Via Regulations.gov
g g Ridgefield CT 06877

Thomas J. Engels

Administrator

Health Resources and Services Administration
U.S. Department of Health and Human Services
5600 Fishers Lane

Rockville, MD 20857

Re: 340B Program Notice: Application Process for the 340B Rebate Model Pilot
Program Docket No. HRSA-2025-14619

Dear Administrator Engels:

Boehringer Ingelheim Pharmaceuticals, Inc. (“Boehringer”) thanks the Health Resources
and Services Administration’s (“HRSA” or “the Agency”) for publishing the 340B Program
Notice: Application Process for the 340B Rebate Model Pilot Program (“Notice”).! The
Notice is an important development in the 340B program; Boehringer applauds HRSA for
implementing a 340B rebate model. We welcome the opportunity to provide the
following comments to further our shared goals of improving program integrity and
ensuring the long-term viability of the 340B program. Boehringer adopts and
incorporates by reference the comments on the Notice submitted by the Pharmaceutical
Research and Manufacturers of America. We offer the following comments to elaborate
and expand on certain issues raised by the Notice.

Boehringer is a leading research-driven biopharmaceutical company committed to
innovation in areas of high unmet medical need. Accordingly, Boehringer has a significant
interest in the effective administration of the 340B Drug Pricing Program. Moreover, as a
manufacturer of JARDIANCE®, OFEV®, and TRADJENTA®, drugs selected for the Inflation
Reduction Act (“IRA”) price-setting program, Boehringer is committed to working with
HRSA to successfully implement the 340B Rebate Model Pilot Program (the “Pilot”).2 The
Pilot will improve program integrity and is critical to ensure nonduplication of the
“maximum fair price” (“MFP”) set under the IRA and the 340B ceiling price in an accurate
manner, consistent with the requirements of section 1193(d)(1) of the Social Security
Act.? Boehringer applauds HRSA for moving forward with the Pilot. Boehringer submits
the following comments to ensure the smooth and efficient roll-out and expansion of the
Pilot for all 340B stakeholders.

1. Minor Modifications and Flexibilities to Maximize Efficiency and Efficacy for
Participating Manufacturers

A. HRSA should approve proposed 340B rebate model applications on a
rolling basis

Boehringer encourages HRSA to approve proposed 340B rebate model applications on a
rolling basis and to do so in advance of the stated October 15 deadline. In the Notice,

1340B Program Notice: Application Process for the 340B Rebate Model Pilot Program, 90 Fed. Reg. 38165 (Aug.
7,2025)

2 JARDIANCE® was selected for Initial Price Applicability Year (“IPAY”) 2026 and is eligible for the Pilot under the
Notice. OFEV" and TRADJENTA® were both selected for IPAY 2027 and are not currently eligible for the Pilot.

342 U.S.C § 1320f-2(d).

Life forward
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HRSA explains that “[a]pprovals will be made by October 15, 2025, for a January 1, 2026, Date September 08, 2025
effective date.”* Approval of the 340B rebate model is critical to a manufacturer’s ability Page 02|06
to implement the MFP Effectuation Plan required by the Centers for Medicare & Medicaid

Services (“CMS”), which must be submitted by September 1.> Moreover, access to a

rebate model is critical to ensure nonduplication of the MFP and the 340B ceiling price as

required by section 1193(d)(1) of the Social Security Act.® Knowing whether a 340B

rebate model is a viable option to include in an MFP Effectuation Plan and in broader

MFP/340B deduplication efforts is important to both manufacturers and CMS. The

proposed October 15 deadline for approving Pilot applications falls after the CMS

submission deadline. Until HRSA approves a pending application, manufacturers and CMS

must undertake costly parallel-track approaches to developing MFP Effectuation Plans

and MFP/340B deduplication strategies. If HRSA waits until October 15 to approve Pilot

applications, manufacturers will not know if they are able to rely on a 340B rebate model

for purposes of MFP/340B deduplication. To address this concern, HRSA should approve

models on an accelerated timeline or on a rolling basis.

B. HRSA should expand the Pilot to drugs selected for IPAY 2027 as soon as
possible

Boehringer encourages HRSA to expand the Pilot to apply to drugs selected for IPAY 2027
as soon as possible. As discussed above, the availability of a 340B rebate model is critical
to developing and implementing an MFP/340B deduplication strategy and submitting an
MEFP Effectuation Plan to CMS. This concern is accentuated in future IPAYs because CMS
will require manufacturers to submit portions of the MFP Effectuation Plans by June 1—
three months earlier than the IPAY 2026 deadline.” Extending the Pilot to IPAY 2027
drugs well in advance of June 1, 2026, would thus maximize the efficacy of the Pilot and
provide much-needed clarity.

2. Potential Implementation Issues Not Yet Sufficiently Accounted for in the Pilot
Design
A. HRSA must address the risk of duplicate discounts in the initial transition

to a rebate model

Boehringer is concerned that, during the transition to the 340B rebate model, covered
entities could attempt to send claims data to the 340B rebate model for drugs purchased
at the 340B price in the weeks before the January 1, 2026 effective date. Absent
modifications to the Pilot, manufacturers will not be able to determine that these claims
relate to drugs purchased at the 340B price and thus already subject to the 340B
discount. We encourage HRSA to address this issue by requiring that covered entities
submit purchase price data alongside 340B rebate claims. In addition, HRSA should clarify
that covered entities should submit claims for 340B rebates only for drugs purchased on
or after January 1, 2026 (i.e., drugs that were purchased at WAC or another wholesale
price rather than drugs purchased at the 340B ceiling price).

B. HRSA should authorize the collection of purchase data from covered
entities

Boehringer encourages HRSA to permit manufacturers to collect purchase data from
covered entities as part of the Pilot. Providing this information through the Pilot would
allow manufacturers to transmit accurate 340B rebates, improving program integrity. For
example, if a manufacturer changes the WAC of an eligible product, having purchase data
can ensure that 340B rebates accurately reflect the covered entity’s purchase price.
Moreover, permitting the collection of purchase data would not impose a significant

490 Fed. Reg. 31866.

5 See CMS, Medicare Drug Price Negotiation Program: Final Guidance, Implementation of Sections 1191 — 1198
of the Social Security Act for Initial Price Applicability Year 2027 and Manufacturer Effectuation of the
Maximum Fair Price in 2026 and 2027 (“IPAY 2027 Final Guidance”) at 285-286.

©42 U.S.C § 1320f-2(d).

7 See CMS, Medicare Drug Price Negotiation Program: Draft Guidance, Implementation of Sections 1191 — 1198
of the Social Security Act for Initial Price Applicability Year 2028 and Manufacturer Effectuation of the
Maximum Fair Price in 2026, 2027, and 2028 (“IPAY 2028 Draft Guidance”) at 168.
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additional burden on covered entities. They are required to maintain records as a Date September 08, 2025
condition of participation in the 340B program and they routinely collect purchase data  Page 03|06
in the regular course of business.

To ensure that manufacturers can provide accurate 340B rebates, Boehringer asks that
HRSA allow the collection of the following purchase data:

e  Wholesaler Name

e Wholesaler Account Number

e National Drug Code (collection permitted by Notice)

e Package Units

e Invoice Date

e Invoice Number

e National provider identifier of the pharmacy receiving physical shipment.

e 340B ID (collection permitted by Notice)
C. HRSA should clarify how manufacturers may calculate the 340B rebate

In the Notice, HRSA explains that a “‘rebate’ for purposes of this pilot program, means a
reimbursement made from the manufacturer to the covered entity in the amount of the
standard acquisition cost (i.e., wholesale acquisition cost) of a covered outpatient drug
less the statutory 340B ceiling price.”® This language suggests that WAC may be the only
appropriate metric on which to base a rebate. But WAC may not reflect a covered
entity’s true purchase price. In certain instances, covered entities have agreements with
manufacturers to purchase covered outpatient drugs at a price below WAC. Boehringer
encourages HRSA to clarify that manufacturers may rely on WAC or, when available to the
manufacturer, the actual acquisition cost when calculating the 340B rebate.

3. Other Potential Modifications to the Pilot
A. HRSA should expand the Pilot to all drugs and payors

While Boehringer appreciates HRSA’s initial focus on implementing the Pilot for IRA
selected drugs, we urge HRSA to work toward expanding the 340B rebate model to all
340B-eligible drugs.

1. A 340B rebate model is in the interests of all 340B program
participants

A 340B rebate model can be implemented with minimal disruption to the current 340B
distribution framework and will operate in a manner that protects the interests of all
340B program participants, including covered entities. Covered entities seeking to
benefit from the 340B program have no grounds to object when reasonable conditions
are imposed on their purchases of covered outpatient drugs to protect against duplicate
discounts and other violations of federal law.

The 340B rebate model outlined in the Pilot is designed to mitigate concerns of covered
entities “floating” the commercial cost of covered drugs. Under the 340B rebate model,
Boehringer expects that rebate claims will be validated and paid within approximately
seven to ten days of submission to the Beacon platform, with an outer limit of 10 days as
required by the Notice. Under standard wholesaler payment terms, covered entities
must generally pay for drug purchases within 30 days of purchase. As a result, covered
entities that submit rebate claims promptly will obtain a rebate that allows them to net
the 3408 price on the sale well before the date on which their invoice is due to the

890 Fed. Reg. 31866.
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wholesaler on the original purchase for Boehringer’s JARDIANCE® product. In other Date September 08, 2025
words, although a covered entity will initially place an order at WAC under the 3408 Page 04|06

rebate model, the covered entity will not actually have to pay the non-340B price if it
promptly submits a rebate claim, because it will receive the rebate before it needs to pay
the invoice. Moreover, under Boehringer’s 340B rebate model, the covered entity will
deal directly with the manufacturer on the effectuation and administration of the 340B
price, eliminating interaction with the distributor. This direct financial relationship
between the entities subject to the requirements of 340B and governed by the respective
agreements results in greater transparency and promotes program integrity.

In many respects, a 340B rebate model is similar to the virtual credit models that covered
entities have voluntarily adopted and relied on for years. Under these virtual models,
covered entities (or their contract pharmacies) purchase all medications at commercial
prices and maintain a single inventory, without differentiating between 340B and non-
3408 products. The covered entity dispenses medications in the ordinary course and then
identifies (after the fact) transactions that it maintains are eligible for 340B pricing. The
covered entity sends that data—usually through a third-party administrator—to its
distributor, which attempts to match the dispenses identified as 3408 eligible with prior
purchases of the same NDC and quantity. When the distributor successfully makes a
match, it (i) “credit[s] the [covered entity’s] non-340B commercial account for the
difference” between the commercial and 340B price, and (ii) generates “a non-inventory
purchase on the 340B covered entity bill-to/ship-to account.”® Thus, rather than
replenishing their inventories by having the distributor “physically shi[p]” drugs
earmarked for 340B use, covered entities and contract pharmacies buy replacement
drugs at the commercial price and then obtain the 340B price through a “financial credit”
applied after the fact.’® For example, when a covered entity enrolled in a virtual credit
model program purchases a drug initially for $100 and later dispenses the drug to a 340B-
eligible patient, “$100 will be credited to” the covered entity’s “non-340B account” by the
distributor “and then the entity will be invoiced for the 340B ceiling price ... in [its] 340B
account.”!?

The net effect of this virtual credit model is the same as a 340B rebate model: the
covered entity orders drugs at commercial prices up front, then later receives the 340B
price through a rebate after a third party validates the transaction. Court records and
commercial literature show that covered entities have voluntarily participated in these
virtual credit model programs for nearly a decade.'? Indeed, PharmaForce stated in 2024
that “a lot” of its “customers . . . are using” the virtual credit model “successfully” and
that many pharmacies now “require a credit-based replenishment model.”*® Likewise,
Boehringer recently identified one covered entity that has shifted to making significant
purchases at WAC and stated that it is doing so under a virtual credit model.

In support of these points, we attach the following documents as exhibits to this letter:

9 AmerisourceBergen (now Cencora), Inventory Synchronization Program Guide, Doc. No. HS-110567, at 3,
available at https://web.archive.org/web/20240426164057/https://www.amerisourcebergen.com/-
/media/assets/amerisourcebergen/pdf/hgs-230633-isp-guide-12dec23-v2.pdf. PharmaForce, which offers a
variety of 340B services for covered entities and pharmacies, has similarly identified the “adoption of credit-
based replenishment models” as “a recent trend in 340B program” that “eliminates the need for physical
inventory deliveries” and instead “us[es] a credit system within the pharmacy’s retail account.”
PharmaForce, Credit-Based Replenishment: The Future of 340B? (accessed May 20, 2025),
https://www.thepharmaforce.com/340b-credit-based-replenishment.aspx

19 pharmaForce, Credit-Based Replenishment: The Future of 340B, at 5:52-6:12 (May 23, 2024),
https://www.youtube.com/watch?v=T7yz-ZgjW2w (“PharmaForce Webinar”).

1 /d., at 5:25-5:38.

2 See, e.g., Memorandum of Law in Support of Defendant’s Motion to Dismiss, Fruth, inc. v. Cardinal Health,
Inc., No. 3:23-cv-801, ECF No. 15, at *3 (S.D.W. Va. filed Mar. 18, 2024) (describing a similar “virtual
replenishment” program operated by Cardinal Health and referring to allegation that plaintiff “began using”
it “in March 2016”); PharmaForce Webinar, supra, at 24:20-24:32 (referring to Cardinal Health virtual credit
model program).

13 See PharmaForce Webinar, supra, at 24:05-24:23.
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e Exhibit A: Letter from Boehringer Ingelheim to 340B Covered Entities (Nov. 1, Date September 08, 2025
2024) Page 0506

e  Exhibit B: AmerisourceBergen Inventory Synchronization Program Guide

e  Exhibit C: PharmaForce, “Credit-Based Replenishment: The Future of 340B?”
Webinar Description

e  Exhibit D: Transcript of PharmaForce 340B Credit-Based Replenishment Webinar

o  Exhibit E: Memorandum of Law in Support of Defendants’ Motion to Dismiss,
Fruth Inc. v. Cardinal Health, 3:23-cv-00801 (S.D. W. Va. March 18, 2024)

2. HRSA should expand the 340B rebate model to cover all
duplicate discounts

There is no rational reason for HRSA to prevent manufacturers from using a 340B rebate
model to address Medicaid duplicate discounts and diversion. In the Notice, HRSA
explains that a 340B rebate model as part of an approved Pilot application should not be
used to deny claims “based on compliance concerns with diversion or Medicaid duplicate
discounts.”!* This requirement unnecessarily allows covered entities to violate the 340B
program’s requirements.

As HRSA is aware, there is a longstanding problem of duplicative discounts in the 340B
program. Currently, duplicate discounts can be applied to Medicaid fee-for-service
rebates, Medicaid managed care rebates, commercial pharmacy benefit manager rebates,
TRICARE retail refunds, patient coupons, and free drug vouchers. In addition, the IRA
presents new risks of improper duplicate discounts, such as rebates necessary to
effectuate the lower of the MFP or the 340B ceiling price, Part D inflation rebates, and
Part B inflation rebates. The scope of this problem is significant: IQVIA estimates that
duplicate discounts accounted for a staggering one-quarter of total 340B drugs sales in
2021, representing approximately $20-25 billion in total.’> A 340B rebate model with
consistent data exchange is by far the most efficient and transparent way to manage
these interlocking programs. Nevertheless, the Pilot arbitrarily limits manufacturers to
preventing duplicate discounts under the IRA—foreclosing an important compliance
mechanism to ensure program integrity.

While HRSA has proposed other solutions to address Medicaid duplicate discounts and
diversion, they are unlikely to be effective. Without providing access to a 340B rebate
model, HRSA instead instructs manufacturers to address duplicate discounts and
diversion in Medicaid through “the 340B statutory mechanisms, such as audits and
administrative dispute resolution [(“ADR”)], for addressing such issues.” But audits and
ADR are ineffective at addressing Medicaid duplicate discounts and diversion. Audits are
both time- and resource-intensive processes that were never intended to address the full
scale of duplicate discounts and diversion. Under HRSA’s final ADR rule, the Agency
acknowledges that it “conducts 200 covered entity audits each fiscal year” on average.'®
These audits thus cover only a negligible percent of the more than 55,000 340B covered
entities.!” ADRs are similarly an ineffective process for addressing Medicaid duplicate
discounts. Under the ADR Final Rule, manufacturers must seek and obtain approval from
HRSA to conduct an audit before initiating ADR proceedings. If a manufacturer is able to
conduct an audit, the ADR proceedings themselves are cumbersome and time consuming.
According to HRSA’s own published statistics, the Agency has issued only one ADR
decision.'® Moreover, the sheer quantity of individual 340B claims from an individual

1490 Fed. Reg. 38166.

5 1QVIA, Uncover the Invisible Impacts of 340B Discounts (Dec. 20, 2021)
https://www.igvia.com/locations/united-states/blogs/2021/12/uncover-the-invisible-impacts-of-340b-
discounts.

6 89 Fed. Reg. 28643, 28644 (Apr. 19, 2024) (“Final ADR Rule”).

7 See Avalere Health, Key Stakeholders of the 340B Drug Discount Program (Jun. 16, 2023)
https://advisory.avalerehealth.com/insights/key-stakeholders-of-the-340b-drug-discount-program (“In
2021, there were over 55,000 active 340B covered entities.”).

18 HRSA, 340B ADR Decision Summaries (Last Updated May 15, 2025) https://www.hrsa.gov/opa/340b-
administrative-dispute-resolution/340b-adr-decision-summaries.
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covered entity complicate the audit and ADR processes—complications that are solved Date September 08, 2025
by the 340B rebate model. Clearly, audits and ADRs are inadequate tools to address the Page 06 | 06
scale of duplicate discounts and diversion in Medicaid.

Boehringer urges HRSA to reconsider the policy prohibiting manufacturers from using a
340B rebate model to identify duplicate discounts or diversion in Medicaid. The inability
to address these instances of duplicated discounts undermines the 340B program’s
integrity and jeopardizes its long-term viability. Under the 340B statute, HRSA has a
statutory obligation to “provide for improvements” by covered entities with the statutory
requirements “in order to prevent diversion and violations of the duplicate discount
provision.”*® Moreover, the 340B statute requires covered entities to maintain adequate
records as a condition of participating in the program and obtaining the significant
financial benefits of accessing manufacturers’ drugs at dramatically reduced prices.
Developing a mechanism like the 340B rebate model capable of identifying and
remedying duplicate discounts in a manner that imposes few costs to HRSA is fully
consistent with the statute and the requirements that Congress imposed to protect
against abuses. In contrast, failing to extend that mechanism to duplicate discounts and
diversion in Medicaid runs counter to these statutory directives. HRSA should thus allow
a rebate model to address duplicate discounts.

3. Managing two separate 340B programs is burdensome and
unnecessary

Given the limited scope of the Pilot, Boehringer will have to concurrently operate both a
340B rebate model for JARDIANCE® and a prospective 340B pricing system for all other
products. This dual-model system will be unnecessarily burdensome and difficult to
administer over the long term. What’s more, this dual-model approach would, if
maintained indefinitely, have the practical effect of warping incentives in the program by
encouraging covered entities to prescribe drugs that are not subject to the Pilot to forgo
data sharing with manufacturers. Accordingly, while we support the action HRSA has
taken to launch the Pilot, we also encourage HRSA to promptly expand the Pilot to all
340B-eligible drugs.

* * *
Thank you for considering these comments. If you require any additional information or

have questions, please contact Michael Penn, Head of Public Policy at (203)791-6680 or
michael.penn@boehringer-ingelheim.com.

Sincerely,

"f i s N~ \ ’ bpll
J ‘1 LY =1 \
Robert L. Anderson IlI
Vice President
Corporate Affairs

Boehringer Ingelheim Pharmaceuticals, Inc.

942 U.S.C. § 256b(d)(2).
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Exhibit A — Letter from Boehringer
Ingelheim to 340B Covered Entities
(Nov. 1, 2024)
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N 3 Date November 1,2024
"| Boehrm_ger e onen
v Ingelheim

Boehringer Ingelheim Pharmaceuticals, Inc. (Boehringer) is updating its
340B Program contract pharmacy policies

Notice to 340B Covered Entities: Effective December 2, 2024

Dear 340B Covered Entity:

Boehringer strongly supports the 340B program and is committed to maintaining and strengthening its
mission for the patients we serve today and into the future. At the same time, Boehringer is concerned with
the well-documented program integrity issues. We remain committed to the 340B program and believe this
initiative will further strengthen the program and support its core mission to ensure patients have access to
the medications they need.

| am writing to inform you that Boehringer is updating its 340B Program contract pharmacy policies. Effective
December 2, 2024, Boehringer will require the submission of claims data on 340B utilization filled at
contract pharmacies for all covered entity types. All specified claims data must be submitted on the 340B
ESP™ platform within 45 days of the date of dispense.

e Our policy change applies to all covered entity types that do not have in-house pharmacy dispensing
capabilities and have designated contract pharmacy location(s) per the 340B ESP™ platform. The FAQs
below provide additional information on Boehringer's 340B policy.

If you have any questions regarding Boehringer's updated 340B Program contract pharmacy policy, please
reach out to support@340besp.com.

Best regards,
DocuSigned by: DocusSigned by:
[ Cloistine G. Marsk
8FDBE7176DE8458... 20828E4D4469469...
Timmo Andersen Christine G. Marsh
President U.S. Human Pharma Senior Vice President, Value & Access
Boehringer Ingelheim Pharmaceuticals, Inc. Boehringer Ingelheim Pharmaceuticals, Inc.
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Frequently Asked Questions

Q: Which products are subject to Boehringer’s policy?
A: Boehringer’s policy applies to all products attached in Exhibit A hereto. In addition, the list of applicable
NDCs can be found at What NDCs do we look for? | 340B ESP — Help Center.

Q: What covered entity types are included in Boehringer’s policy?
A: All covered entity types are subject to Boehringer's 340B contract pharmacy policy.

Q: What is an in-house (‘entity-owned’) pharmacy?
A: An in-house (‘entity-owned’) pharmacy is a pharmacy that is 100% owned by the 340B covered entity and
listed as shipping addresses of the entity.

Q: My covered entity does not have in-house dispensing capabilities. Does my covered entity need to
submit claims data for access to its designated contract pharmacy location(s)?

A: Yes. Any covered entity that does not have an in-house pharmacy capable of dispensing primary care 340B
purchased products to its patients may designate a single contract pharmacy location to receive and dispense
products purchased at the 340B price provided the covered entity submits limited claims data for that
contract pharmacy location. The designated contract pharmacy must be registered on the HRSA OPAIS
database as a contract pharmacy, located within a forty (40) mile radius of the covered entity parent site, and
cannot be a central fill pharmacy. A wholly owned pharmacy may instead be designated as the single contract
pharmacy location to receive and dispense 340B purchased primary care brands provided the covered entity
submits limited claims data for that contract pharmacy location. The contract pharmacy must be registered on
the HRSA OPAIS database as a contract pharmacy, located within forty (40) miles of the covered entity parent
site and is not a central fill pharmacy.

Q: My covered entity has an in-house pharmacy that is capable of dispensing Boehringer’s primary care
products but does not have the capability to dispense OFEV. Can my entity designate a contract
pharmacy that is approved to purchase and dispense OFEV?

A: Any covered entity that does not have an in-house pharmacy capable of dispensing specialty products may
also designate one (1) specialty pharmacy from within Boehringer’s limited distribution network for the sole
purpose of receiving and dispensing OFEV at the 340B price to its patients provide the covered entity submits
limited claims data for that specialty pharmacy location. A wholly owned pharmacy may instead be designated
as a single contract pharmacy location to receive and dispense OFEV purchased at the 340B price provide the
covered entity submits limited claims data for that specialty pharmacy location and it meets the contract
pharmacy requirements as registered on the HRSA OPAIS database as a contract pharmacy and is not a central
fill pharmacy.

Q: My covered entity was previously exempt from Boehringer’s 340B contract pharmacy policy, is my
entity required to submit claims data?

A: If your entity was previously exempt from Boehringer’s policy, please reach out to support@340Besp.com
for claims data requirements for your entity.

Q: My covered entity has an in-house pharmacy capable of dispensing Boehringer products. Is my
covered entity required to submit claims data?

A: No, while submission of claims data is not required for 340B product dispensations at in-house pharmacies,
covered entities may voluntarily submit claims level data for Boehringer products purchased at the 340B price
and dispensed through their in-house pharmacies.

Q: My covered entity has a contract pharmacy relationship with a pharmacy that is owned by our health
system (‘wholly owned pharmacy’). Is this pharmacy subject to Boehringer’s policy?

A: Yes, contract pharmacies that are wholly owned by the covered entity are subject to Boehringer's policy.
A wholly owned pharmacy may be designated as the single contract pharmacy location provided it meets the
contract pharmacy requirements as registered on the HRSA OPAIS database as a contract pharmacy of the
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entity, is located within a forty (40) mile radius of the covered entity parent site, is not a central fill pharmacy,
and the covered entity submits limited claims data for that contract pharmacy location.

Q: Does the pharmacy’s location that 1 would like to designate as my contract pharmacy designation

need to be within a forty (40) mile radius of my covered entity’s parent location?

A: Yes, under Boehringer’s policy, with the exception of OFEV, the single contract pharmacy designation that a
covered entity has chosen to distribute Boehringer products must be within a forty (40) mile radius of the
covered entity’s parent location.

Q: My 340B covered entity has contract pharmacy arrangements with multiple locations of the same
pharmacy (e.g. six different pharmacy locations). Can my entity designate all locations of the same
pharmacy?

A: No. Similar to guidance provided by HRSA in 1996, Boehringer’s policy allows 340B covered entities to
designate only a single contract pharmacy location within forty (40) miles of the covered entity. Contract
pharmacy locations are registered individually on the HRSA database and 340B covered entities are
permitted to designate only a single contract pharmacy location which corresponds to a single contract
pharmacy registration with HRSA.

Q: Does Boehringer permit an entity to designate a single contract pharmacy that collectively
replenishes Boehringer products based on the dispensing activity of other non-designated contract
pharmacy locations?

A: No. Boehringer expects 340B products to be shipped directly to the same contract pharmacy location(s) in
which the 340B product was dispensed to an eligible patient.

Q: Is Boehringer requiring covered entities to have a HIN registered for the contract pharmacy that they
designate?

A: Yes, a contract pharmacy must have a HIN assigned to it for a covered entity to designate it as its single
contract pharmacy. This information is important for Boehringer to manage its process with its wholesalers.
Boehringer will not register a HIN on your behalf, however, if you need guidance or more information on how
to get a HIN assigned to your contract pharmacy, please reach out to support@340besp.com. If you try to
designate a contract pharmacy without a HIN in 340B ESP™, the system will notify you of this requirement
and provide instructions for how to obtain a HIN.

Q. How do | ensure that my contract pharmacy designation takes effect on December 2, 2024?
A: If your covered entity wishes to designate a contract pharmacy, please allow up to ten (10) business days
for the designation to take effect.

Q: What are the requirements for submission of 340B claims data?

A: Boehringer is utilizing Second Sight Solutions’ 340B ESP™ platform (www.340Besp.com) to support claims
collection on behalf of all entity types. Claims data must be submitted within forty-five (45) days of the date
of dispense for the contract pharmacy to continue to access 340B pricing for all Boehringer products in
Exhibit A. Please see 340B ESP™ for additional details on submitting claims data, including the limited set of
required data fields.

Q: How often can my covered entity change its contract pharmacy designation?

A: 340B covered entities can elect a single contract pharmacy every twelve (12) months from the date of
designation or more often if the designated contract pharmacy relationship is terminated from HRSA OPAIS
database. Changes to the single contract pharmacy designation can only be made by visiting
www.340besp.com/designations. Users that have registered an account with 340B ESP™ can navigate to the
Entity Profile tab to make their contract pharmacy designation.
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