From: e-Dear Colleague <e-dearcolleague@housemail.house.gov>

Sent: Friday, September 20, 2024 3:54 PM

To: Schwartz, Lucy <Lucy.Schwartz@mail.house.gov>

Subject: e-DearColleague: DEADLINE EXTENDED - Co-Sign Letter to HHS on J&J Proposed
Changes to 340B Drug Discount Program

DEADLINE EXTENDED - Co-Sign Letter to HHS on J&J Prq
to 340B Drug Discount Program

Sending Office: Honorable Abigail Davis Spanberger
Sent By: Lucy.Schwartz@mail.house.gov

R

Co-Sign Letter to HHS on J&J Proposed Changes to 340B Drug Discount P

QUILL LINK

Deadline: Friday, September 27 by COB
Leads: Reps. Spanberger (D-VA), Johnson (R-SD), Matsui (D-CA), Mann (R-KS), Dingell (D-MI), W

Cosigners (114): Reps. Allred (TX), Armstrong (ND), Bacon (NE), Balint (VT), Beatty (OH), Bera (C
(GA), Blumenauer (OR), Bonamici (OR), Brown (OH), Brownley (CA), Budzinski (IL), Burchett (TN)
Cherfilus-McCormick (FL), Chu (CA), Clarke (NY), Cleaver (MO), Cohen (TN), Connolly (VA), Cost
(IL), Deluzio (PA), DeSaulnier (CA), Doggett (TX), Ellzey (TX), Escobar (TX), Eshoo (CA), Espaillat
(MN), Fletcher (TX), Flood (NE), Fong (CA), Foushee (NC), Frankel (FL), Garamendi (CA), Golden (I
(MO), Grijalva (AZ), Grothman (WI), Harder (CA), Hayes (CT), Huizenga (MI), Jackson (IL), Kamlag
Keating (MA), Kennedy (NY), Khanna (CA), Landsman (OH), Larsen (WA), Lawler (NY), Lee (CA),
(MO), Lynch (MA), McBath (GA), McCollum (MN), McGovern (MA), Meeks (NY), Meng (NY), Mod
Morelle (NY), Nadler (NY), Norton (DC), Omar (MN), Panetta (CA), Pappas (NH), Pettersen (CO), Pi
Pressley (MA), Quigley (IL), Rogers (KY), Rose (TN), Ryan (NY), Salinas (OR), Scanlon (PA), Schi
(WA), Scott (GA), Smith (WA), Sorensen (IL), Stauber (MN), Stefanik (NY), Stevens (MlI), Thanedar
Thompson (CA), Tlaib (MI), Tonko (MD), Torres (NY), Trahan (MA), Turner (OH), Valadao (CA), V3
Veasey (TX), Velazquez (NY), Waters (CA), Williams (NY).

National Endorsements: 340B Health, American Hospital Association, Association of American Medi
Essential Hospitals, Alliance of Safety-Net Hospitals, AIDS United, Advocates for Community Health,
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Dear Colleague,

Please join Representatives Spanberger, Johnson, Matsui, Mann, Dingell, and Wittman in sending a bipgrtisan letter to F

Secretary Becerra expressing concern about recent efforts by Johnson & Johnson (J&J) to upend over 3
transitioning two 340B drugs, STELARA and XARELTO, from direct discounts to a rebate model for [
Hospitals (DSH).

) years of federa
isproportionate

The 340B Drug Discount program offers a lifeline to the neediest and most underserved patients by reqdiiring pharmacet

companies to provide drugs at discounted prices to specified clinics and hospitals. J&J’s proposed chan

to 340B discounts on pharmaceuticals for certain safety-net hospitals, who may no longer be able to aff
selected drugs. Furthermore, J&J’s egregious violation violates the 340B statute and negates long-stand
Services Administration (HRSA) guidance.

340B program by imposing significant financial and administrative burdens on safety-net hospitals. ThiF

This letter urges HHS to take action to prevent burdens this change will create, asks questions about en

re threatens to i
will ultimately
rd the upfront c
ng Health Resol

rcement author

oversight into proposed rebate models, and inquires about existing precedent for manufacturers request:Eg rebate model

Please join this letter to help us protect our most vulnerable neighbors. If you would like to sign on, pled
LINK. For any questions, reach out to Lucy Schwartz in Rep. Spanberger’s office (lucy.schwartz@ma

se use this QUI
I.house.gov) or

Powers in Rep. Johnson’s office (sydney.powers@mail.house.gov).

Sincerely,

Abigail Spanberger Dusty Johnson Doris Matsui
Member of Congress Member of Congress Member of ¢
Debbie Dingell Tracey Mann Rob Wittman
Member of Congress Member of Congress Member of G

FULL LETTER TEXT:
Dear Secretary Becerra,

We write to express our concern over the Johnson & Johnson (J&J) plan to upend more than 30 years o
access to 340B Drug Pricing Program (340B) discounts on pharmaceuticals for certain safety-net hospit
extra-statutory rules for hospitals to follow as a condition of accessing those discounts. This unapproved
have severe consequences for our nation’s safety net providers and the patients they serve. We understa

ongress

ongress

federal law by
Als. J&J aims to
and unlawful cl
nd that J&J is m

with this proposal despite being told by the Health Resources & Services Administration (HRSA) that the company’s pr

inconsistent with the 340B statute. We thank you for your continued efforts to preserve the integrity of
this announcement thus far, and urge you to use every enforcement tool at your disposal to protect the ¢
hospitals serve from this devastating change to 340B.

40B and swift r
bmmunities safe

Nn Annnict 22 2024 12 1 annniinead ite intant tn reaca nrnvidinn 1infrant RANR dicrniinte inctead incfihlfinn a harlk-end



https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Furldefense.com%2Fv3%2F__https%3A%2Fquill.senate.gov%2Fletters%2Fletter%2F20840%2Fopt-in%2Fview%2Fa4ddfea5-a92d-44f2-9626-252d59ca1ef2%2F__%3B!!Fr0YZsIsFWxTZsBm-qTAg68!gUpOFVl47Jrt2P8zz1MCK7urzSS0T_E4mz3WUkSCWkFz19JgLE29VPlPRwYq7LHaKReFqv11n5HIga0GYBt2jhNzBJqlbX_qAIPTk6JfIfYmjVA%24&data=05%7C02%7Cpaul.lee%40shcare.net%7C1605917900b149f72e8908dcd9b16faf%7C9b9790ee2fe14cf8a3451c47c79aef30%7C0%7C0%7C638624603336559444%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=B8UAt42Oz3f3twqelhIDabJXW%2FW5RLf7hvrhLA3fLwc%3D&reserved=0
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Furldefense.com%2Fv3%2F__https%3A%2Fquill.senate.gov%2Fletters%2Fletter%2F20840%2Fopt-in%2Fview%2Fa4ddfea5-a92d-44f2-9626-252d59ca1ef2%2F__%3B!!Fr0YZsIsFWxTZsBm-qTAg68!gUpOFVl47Jrt2P8zz1MCK7urzSS0T_E4mz3WUkSCWkFz19JgLE29VPlPRwYq7LHaKReFqv11n5HIga0GYBt2jhNzBJqlbX_qAIPTk6JfIfYmjVA%24&data=05%7C02%7Cpaul.lee%40shcare.net%7C1605917900b149f72e8908dcd9b16faf%7C9b9790ee2fe14cf8a3451c47c79aef30%7C0%7C0%7C638624603336559444%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=B8UAt42Oz3f3twqelhIDabJXW%2FW5RLf7hvrhLA3fLwc%3D&reserved=0
mailto:lucy.schwartz@mail.house.gov
mailto:sydney.powers@mail.house.gov

for disproportionate share (DSH) hospitals that participate in 340B, the largest category of 340B covere
legal authority and existing infrastructure that would be necessary to impose this policy, J&J intends to
October 15, 2024.

Congress intended 340B to enable the nation’s safety-net hospitals that serve a disproportionate share o
well as those living in rural areas (and other covered entities) to stretch scarce federal resources as far as
eligible patients and providing more comprehensive services. A rebate model would severely underming
stated, it is not in compliance with the law. Therefore, the Department of Health and Human Services (H
prevent the financial impact and burden this change would create for safety-net hospitals across the cou

J&J, or any other manufacturer, does not have the statutory authority to unilaterally restructure the 340
when, how, and to what subset of drugs or covered entities the upfront 340B discount is provided. The 3
manufacturers to offer a discounted price on the “purchase” of drugs. Providers must comply with rules
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are dispensed and other requirements that HRSA oversees. J&J’s proposed rebate model violates the st

ute by requiring

purchase drugs at a high sticker price and submit data to the manufacturer for “validation.” J&J’s rebatg model hijacks F

oversight role and delays the benefit of the 340B price until some undetermined date. This approach is
benefit because the company retains those sums for a longer time and creates hurdles for covered entiti

the manufactus
to claim the di

Under the rebate model, impacted safety-net hospitals would be required to purchase drugs at the high sficker price, inst
substantially lower 340B discount, and wait for an undetermined period to receive the 340B discount asja rebate. This i
reduce resources available for providing comprehensive services to patients and communities, undermirjing the core pur
340B DSH hospitals provide high levels of care to patients with low incomes and are responsible for 75p6 of all hospital
Medicaid patients and 60% of uncompensated care. 340B savings enables hospitals to expand access tonecessary servic
improve patient care, subsidize many essential services that operate at a loss, and support community hdalth initiatives.

A rebate model would create significant financial challenges for safety-net hospitals, which already are pperating under

operating margins than non-340B hospitals. J&J’s announcement states that rebate payment would be r
the claim is “validated.” Without any description of what it means to validate a claim, hospitals could by
months to the sole benefit of J&J. Many hospitals also would be forced to hire new full-time employeeg

ceived within 1(
carrying that hi
to develop new

arrangements as well as to monitor, validate, and reconcile the rebates. Moreover, there is no existing infrastructure for ¢

and sharing the data that J&J would require for hospital rebate claims.

Medicaid programs throughout the country would also be impacted by this proposal. More than 35 state
(FFS) programs require covered entities to bill 340B drugs at actual acquisition cost (AAC), which is bg
for that category of drugs. Under J&J’s rebate model, the invoice price would be the high sticker price,

savings and requiring an entirely new infrastructure or process for reconciling payments if a J&J rebate

The rebate approach not only runs contrary to statute, but also defies longstanding HRSA program guid
and retroactive discounts from upfront 340B discounts. In the more than 30-year history of 340B, HRSA
only one limited circumstance to accommodate state AIDS drug assistance programs (ADAPSs). Many A

Medicaid fee-fc
sed on the invoi
epriving states
s received.

nce that disting
\ has permitted 1
DAPs reimbursi

pharmacies for drugs rather than purchasing them directly and therefore were unable to access a 340B djscount at the po

purchase.

The 340B program was created to serve our most vulnerable neighbors. J&J actions threaten both the in
the program. With these concerns in mind, we respectfully request the following information.

1. What enforcement tools will HHS leverage to ensure that J&J, and any other companies that att
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a. For example, will HRSA consider imposing civil monetary penalties against J&J for
disproportionate share hospitals by denying direct discounts on the purchase of 340B
unapproved rebates?

2. What tools would HRSA have for oversight and monitoring of J&J’s rebate model should it tak
that covered drugs are not denied and that discounts are paid to covered entities in a timely mg
unnecessary administrative or financial burden?

3. Have any other manufacturers ever sought guidance from HHS regarding the use of a rebate mq
has HHS approached these inquiries?

We appreciate HHS’s continued efforts to support 340B, and we look forward to partnering with you to

overcharging
drugs and inste

e effect, includir
nner without fac
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ensure 340B co

enable hospitals to meet their communities’ needs. Thank you for your prompt consideration of these injportant matters.

Sincerely,

[[SIGNATURES]]

CC: HRSA Administrator Carole Johnson

CC: HRSA Office of Pharmacy Affairs Director Chantelle Britton
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