Conqgress of the United States
PHouse of Vepresentatives
Washington, BE 20515

July 15, 2022

The Honorable Xavier Becerra

Secretary

Department of Health and Human Services
200 Independence Ave SW

Washington, DC 20201

Dear Secretary Becerra:

As leading supporters of the 340B drug pricing program, we urge you to take quick action to
protect the integrity of the program and ensure its benefits reach providers and their vulnerable
patients, as Congress intended.

Specifically, we urge the Department of Health and Human Services (HHS) and its Office of the
Inspector General (OIG) to use current statutory authority to impose civil monetary penalties
against all drug manufacturers who have unlawfully overcharged safety net health care
providers. Manufacturers have received multiple warnings that their overcharges are unlawful,
but still refuse to comply. Further delay of enforcement actions emboldens more manufacturers
to begin overcharging safety net providers, threatening the integrity of the entire 340B program.

In February 2021, a majority of the U.S. House of Representatives signed a letter urging HHS to
act in response to six drug manufacturers’ refusal to honor 340B discounts on their products.
Unfortunately, since we sent that letter more than a year ago, at least 12 more manufacturers
have announced similar policies restricting access to the 340B program and overcharging
providers. These companies’ actions have increased costs for federal grantees and other safety
net providers and have reduced patient access to care in vulnerable communities.

We appreciate that HHS has taken steps to protect the 340B program. HHS sent warning letters
to nine drug manufacturers and referred seven of those companies to the OIG to evaluate
whether to impose civil monetary penalties.! The OIG is authorized to impose civil monetary
penalties against manufacturers that knowingly and intentionally overcharge 340B hospitals and
health centers.? However, more than eight months after receiving the first referrals, the OIG has
yet to take any enforcement action and these manufacturers continue to unlawfully overcharge
safety net providers.

Therefore, we urge OIG to conclude its review of the seven referrals as soon as possible and
begin imposing civil monetary penalties against manufacturers it finds in violation of the law.
We also request HHS initiate enforcement actions against the remaining eleven drug companies

1 HRSA Correspondence to Stakeholders, Letters to United Therapeutics Corporation, Sanofi, Novo Nordisk,
Novartis Pharmaceuticals Corporation, Eli Lilly and Company, AstraZeneca Pharmaceuticals, Boehringer
Ingelheim, and Merck Regarding Sales to Covered Entities through Contract Pharmacy Arrangements,
https://www.hrsa.gov/opa/program-integrity/index.html.

242 U.S.C. § 256h(d)(1)(B)(vi); 42 C.F.R. §10.11(a).
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that have implemented overcharge policies but have not yet been referred to the OIG. These
actions are essential to bringing manufacturers back into compliance with their responsibilities
under the statute and will deter other manufacturers from pursuing similar unlawful courses of

action.

Every day that drug manufacturers violate their obligation to provide these discounted drugs,
vulnerable communities, federal grantees, and safety net health care providers are deprived of
resources Congress intended to provide. Thank you for your prompt attention to this urgent

matter.

Sincerely,

/447,;M)W

Abigail D. Spanberger
Member of Congress

CgM Dne

C?B(,&M?Q—\

David B. McKinley
Member of Congress

adaica

Cindy Axne
Member of Congress

Oom's Noksu_

Doris Matsui
Member of Congress

/sl
Alma S. Adams, Ph.D.
Member of Congress

/sl
Robert B. Aderholt
Member of Congress

Dusty Johnson
Member of Congress

T The™

/sl
Pete Aguilar
Member of Congress

/sl
Colin Allred
Member of Congress

John Katko
Member of Congress

/sl
Nanette Diaz Barragan
Member of Congress

/sl
Karen Bass
Member of Congress
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Is/
Joyce Beatty
Member of Congress

Is/
Jack Bergman
Member of Congress

Is/
Donald S. Beyer Jr.
Member of Congress

Is/
Stephanie Bice
Member of Congress

Is/
Sanford D. Bishop, Jr.
Member of Congress

/sl
Earl Blumenauer
Member of Congress

/sl
Lisa Blunt Rochester
Member of Congress

Is/

Mike Bost
Member of Congress

/s/

Jamaal Bowman, Ed.D.

Member of Congress

Is/
Brendan F. Boyle
Member of Congress

Is/
Shontel M. Brown
Member of Congress

Is/
Anthony G. Brown
Member of Congress

/sl

Tim Burchett
Member of Congress

/sl
Cheri Bustos
Member of Congress

Is/

G. K. Butterfield
Member of Congress

/sl
Tony Cardenas
Member of Congress

Is/
Andre' Carson
Member of Congress

/s/
John Carter
Member of Congress

/sl
Troy A. Carter, Sr.
Member of Congress

/s/
Sean Casten
Member of Congress

/sl
Kathy Castor
Member of Congress

/sl
Joaquin Castro
Member of Congress

/sl
David N. Cicilline
Member of Congress

/sl
Emanuel Cleaver, 11
Member of Congress

/sl
Ben Cline
Member of Congress

/sl
Steve Cohen
Member of Congress

/sl
Gerald E. Connolly
Member of Congress

/sl
J. Luis Correa
Member of Congress

/s/

Jim Costa
Member of Congress

/sl
Angie Craig
Member of Congress
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Is/ Is/ /sl
Eric A. "Rick" Crawford Ted Deutch Bill Foster

Member of Congress

Is/
Jason Crow
Member of Congress

/sl
Sharice L. Davids
Member of Congress

Is/
Rodney Davis
Member of Congress

Is/
Danny K. Davis
Member of Congress

/sl
Peter A. DeFazio
Member of Congress

Is/
Diana DeGette
Member of Congress

Is/
Rosa L. DelLauro
Member of Congress

/sl
Val B. Demings
Member of Congress

Is/
Mark DeSaulnier
Member of Congress

Member of Congress

Is/
Debbie Dingell
Member of Congress

Is/
Lloyd Doggett
Member of Congress

/sl
Mike Doyle
Member of Congress

/sl
Adriano Espaillat
Member of Congress

/sl

Dwight Evans
Member of Congress

Is/
Randy Feenstra
Member of Congress

/sl
Brian Fitzpatrick
Member of Congress

/sl
Chuck Fleischmann
Member of Congress

/sl
Lizzie Fletcher
Member of Congress

Member of Congress

/sl
Lois Frankel
Member of Congress

/sl
Russ Fulcher
Member of Congress

/sl
Ruben Gallego
Member of Congress

/sl
John Garamendi
Member of Congress

/sl
Sylvia R. Garcia
Member of Congress

/sl
Jesus G. "Chuy" Garcia
Member of Congress

/sl
Louie Gohmert
Member of Congress

/sl
Jared F. Golden
Member of Congress

/sl
Bob Good
Member of Congress
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Is/
Sam Graves
Member of Congress

/sl
Garret Graves
Member of Congress

Is/

Al Green
Member of Congress

Is/
Raul M. Grijalva
Member of Congress

Is/
Michael Guest
Member of Congress

/sl
Vicky Hartzler
Member of Congress

Is/
Jahana Hayes
Member of Congress

/sl
Brian Higgins
Member of Congress

/sl
Steven Horsford
Member of Congress

/sl
Jared Huffman
Member of Congress

Is/
Sheila Jackson Lee
Member of Congress

Is/
Eddie Bernice Johnson
Member of Congress

Is/
Henry C. "Hank"
Johnson, Jr.
Member of Congress

/sl
Mondaire Jones
Member of Congress

/sl
Marcy Kaptur
Member of Congress

/sl
Fred Keller
Member of Congress

Is/
Raja Krishnamoorthi
Member of Congress

/sl
Anne M. Kuster
Member of Congress

/sl
Conor Lamb
Member of Congress

/sl
James R. Langevin
Member of Congress

/sl
Rick Larsen
Member of Congress

/sl
John B. Larson
Member of Congress

/sl
Jake LaTurner
Member of Congress

/sl
Brenda L. Lawrence
Member of Congress

/sl

Al Lawson
Member of Congress

/sl
Susie Lee
Member of Congress

/sl
Barbara Lee
Member of Congress

/sl
Mike Levin
Member of Congress

/sl
Ted W. Lieu
Member of Congress
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Is/
Zoe Lofgren
Member of Congress

Is/
Alan Lowenthal
Member of Congress

Is/
Elaine G. Luria
Member of Congress

Is/
Stephen F. Lynch
Member of Congress

Is/
Sean Patrick Maloney
Member of Congress

/sl
Tracey Mann
Member of Congress

Is/
Kathy Manning
Member of Congress

/sl
Lucy McBath
Member of Congress

/sl
Betty McCollum
Member of Congress

Is/
A. Donald McEachin
Member of Congress

Is/
James P. McGovern
Member of Congress

Is/
Jerry McNerney
Member of Congress

Is/
Peter Meijer
Member of Congress

/sl
Grace Meng
Member of Congress

/sl
Gwen Moore
Member of Congress

/sl
Joseph D. Morelle
Member of Congress

Is/
Seth Moulton
Member of Congress

/sl
Frank J. Mrvan
Member of Congress

/sl
Jerrold Nadler
Member of Congress

Is/
Joe Neguse
Member of Congress

/sl
Marie Newman
Member of Congress

/sl
Eleanor Holmes Norton
Member of Congress

/sl
Tom O'Halleran
Member of Congress

/sl
Ilhan Omar
Member of Congress

/sl
Steven M. Palazzo
Member of Congress

/sl

Jimmy Panetta
Member of Congress

/sl
Chris Pappas
Member of Congress

/sl
Ed Perlmutter
Member of Congress

/sl
Chellie Pingree
Member of Congress

/sl
Mark Pocan
Member of Congress
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Is/
Katie Porter
Member of Congress

Is/
Mike Quigley
Member of Congress

Is/
Jamie Raskin
Member of Congress

Is/
Mike D. Rogers
Member of Congress

Is/
Hal Rogers
Member of Congress

/sl
John Rose
Member of Congress

Is/
Lucille Roybal-Allard
Member of Congress

/sl
Raul Ruiz, M.D.
Member of Congress

/sl
C.A. Dutch
Ruppersberger

Member of Congress

Is/
Bobby L. Rush
Member of Congress

Is/
John H. Rutherford
Member of Congress

/sl

Tim Ryan
Member of Congress

/sl
Linda T. Sanchez
Member of Congress

/sl
John P. Sarbanes
Member of Congress

/sl
Mary Gay Scanlon
Member of Congress

Is/
Jan Schakowsky
Member of Congress

/sl
Adam B. Schiff
Member of Congress

/sl
Bradley S. Schneider
Member of Congress

/sl
Kim Schrier, M.D.
Member of Congress

/sl
Austin Scott
Member of Congress

/sl
Robert C. "Bobby" Scott
Member of Congress

/sl
Terri A. Sewell
Member of Congress

/sl
Mike Simpson
Member of Congress

/sl

Albio Sires
Member of Congress

/sl
Elissa Slotkin
Member of Congress

/sl

Adam Smith
Member of Congress

/sl
Jackie Speier
Member of Congress

/sl
Melanie Stansbury
Member of Congress

/sl
Greg Stanton
Member of Congress
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Is/
Pete Stauber
Member of Congress

Is/
Elise M. Stefanik
Member of Congress

Is/
Haley Stevens
Member of Congress

Is/
Thomas R. Suozzi
Member of Congress

Is/
Mark Takano
Member of Congress

/sl
Glenn "GT" Thompson
Member of Congress

Is/
Mike Thompson
Member of Congress

CC: Christi A. Grimm
Inspector General

Is/
Rashida Tlaib
Member of Congress

Is/
Paul D. Tonko
Member of Congress

/sl
Norma J. Torres
Member of Congress

/sl
Lori Trahan
Member of Congress

/sl
David Trone
Member of Congress

Is/
Lauren Underwood
Member of Congress

Is/
Marc Veasey
Member of Congress

Department of Health & Human

Services

Office of Inspector General

330 Independence Avenue, SW

Washington, DC 20201

/sl
Peter Welch
Member of Congress

/sl
Jennifer Wexton
Member of Congress

/sl
Susan Wild
Member of Congress

/sl
Nikema Williams
Member of Congress

/sl
Frederica S. Wilson
Member of Congress

/sl
Robert J. Wittman
Member of Congress

/sl
John Yarmuth
Member of Congress

Carole Johnson
Administrator

Health Resources and Services

Administration

U.S. Department of Health and

Human Services
5600 Fishers Lane
Rockville, MD 20857



