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November 13, 2020 

Secretary Alex Azar 

U.S. Department of Health and Human Services 

200 Independence Avenue SW 

Washington DC, 20201 

 

Dear Secretary Azar, 

We write to express our grave concern about measures being considered by drug manufacturers that 

threaten safety net providers’ lawful access to discounted drugs through the 340B Program. It is doubly 

troubling that these actions, which threaten the needs of the most vulnerable patients and the integrity 

of the health care safety net, are occurring in the midst of a global pandemic. We urge you to take 

action to prevent significant changes to the program that could enable widespread noncompliance with 

manufacturers’ statutory responsibility to provide discounted drugs to safety net providers. 

Following the creation of the Medicaid Drug Rebate Program, Congress enacted the 340B Drug Pricing 

Program in 1992 with the intent to “stretch scarce federal resources to reach more eligible patients and 

provide more comprehensive services.” As you know, Section 340B of the Public Health Service Act 

requires drug manufacturers, in exchange for having their drugs covered by Medicaid and Medicare Part 

B, to enter into a pharmaceutical pricing agreement with the Department of Health and Human Services 

(HHS). The Health Resources and Services Administration (HRSA) administers and oversees the program, 

including the authority to issue guidance and ensure compliance with 340B program requirements. 

340B program covered entities – including Federally Qualified Health Centers, Ryan White HIV/AIDS 

Clinics, safety net hospitals, rural hospitals, and children’s hospitals – help improve access to affordable 

prescription drugs and essential health services in underserved areas. Right now, these providers are 

also working to protect the health and safety of their patients as we combat COVID-19. The safety net 

providers in our districts have been good stewards of the 340B program, and it is critical they can 

continue to participate in the program to meet their communities’ health care needs. 

We are deeply concerned by reporting that Kalderos, a third-party vendor, is working with 

pharmaceutical manufacturers seeking to change how covered entities receive 340B drugs by shifting 

from a discount to a rebate formula. On September 8th, Kalderos announced the launch of 340B Pay, a 

software system it claims, “allows manufacturers, covered entities and Medicaid agencies to work 

together to effectuate discounts compliantly and efficiently.” However, unilaterally forcing 340B 

participants to purchase drugs at list price and then request rebates would give drug manufacturers 

tremendous leverage over covered entities.  

This action is also inconsistent with HRSA’s long-standing guidance that the 340B program is an up-front 

discount program. HRSA issued guidance in both 1993 and 1994 stating that discounts must be made 
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available to 340B covered entities.1 In addition, HRSA has previously only allowed the use of a rebate 

model in a limited case, and only after issuing guidance through the notice-and-comment process and 

soliciting feedback from stakeholders.2  

This platform could make participation in 340B more difficult for covered entities, effectively reshaping 

the 340B program in a way that only serves manufacturers’ and these third-party vendors’ financial 

interests. These tactics open the door for significant compliance issues, threatening to put 

manufacturers in violation of their statutory obligation to provide 340B pricing. 

With these concerns in mind, we request the following information by November 30, 2020: 

1. Has Kalderos, any other third-party vendor, or any drug company sought input from HHS 

regarding the use of a rebate model covered entities? 

2. What guidance has HHS provided to Kalderos, any other third-party vendors, or drug companies 

regarding the use of a rebate model for covered entities? 

3. What oversight, if any, would HRSA have into the operations of 340B Pay or similar third-party 

platforms that provide manufacturers with significantly more authority over the 340B program 

and jeopardize their compliance with 340B statutory requirements? 

4. What steps would be taken to ensure that drug companies not deny 340B pricing to covered 

entities and that covered entities would be able to access 340B pricing in a timely manner and 

without facing unnecessary administrative or financial burden? 

We are deeply concerned that the use of a rebate model could threaten the ability of covered entities to 

access 340B savings and provide accessible, affordable prescription drugs and critical health care 

services to millions of low-income Americans the 340B program is intended to serve. To protect safety 

net providers and their patients, we urge you to make clear that manufacturers may not implement a 

340B rebate model without approval from HRSA. Further, we urge HRSA not to approve the use of a 

rebate model without first soliciting feedback and publishing guidance through the notice-and-comment 

process, consistent with past actions by HRSA.  

Thank you for your prompt attention to these matters. 

Sincerely, 

 

______________________________ 
Abigail D. Spanberger 
Member of Congress 

_____________________________ 
David B. McKinley 

Member of Congress 

 
1 Limitation on Prices of Drugs Purchased by Covered Entities, 58 Fed. Reg. 27289, 27291 (May 7, 1993); Final 
Notice Regarding Section 602 of the Veterans Health Care Act of 1992 Entity Guidelines, 59 Fed. Reg. 25110, 25113 
(May 13, 1994). 
2 See Final Notice Regarding Section 602 of the Veterans Health Care Act of 1992— Rebate Option, 63 Fed. Reg. 
35239 (June 29, 1998).  
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______________________________ 

Cindy Axne 
Member of Congress 

 
______________________________ 

Dusty Johnson 
Member of Congress 

 
 

______________________________ 
Doris Matsui 

Member of Congress 

______________________________ 
John Katko 

Member of Congress 
 

 

_____/s/_____ 

Alma S. Adams, Ph.D. 

Member of Congress 

_____/s/_____ 

Pete Aguilar  

Member of Congress 

_____/s/_____ 

Karen Bass  

Member of Congress 

_____/s/_____ 

Joyce Beatty 

Member of Congress 

_____/s/_____ 

Ami Bera, M.D. 

Member of Congress 

_____/s/_____ 

Jack Bergman 

Member of Congress 

_____/s/_____ 

Sanford D. Bishop, Jr. 

Member of Congress 

_____/s/_____ 

Earl Blumenauer 

Member of Congress 

_____/s/_____ 

Lisa Blunt Rochester 

Member of Congress 

_____/s/_____ 

Mike Bost 

Member of Congress 

_____/s/_____ 

Brendan F. Boyle 

Member of Congress 

_____/s/_____ 

Anthony Brindisi 

Member of Congress 

_____/s/_____ 

Julia Brownley 

Member of Congress 

_____/s/_____ 

Ken Buck 

Member of Congress 

_____/s/_____ 

Cheri Bustos  

Member of Congress 

_____/s/_____ 

G. K. Butterfield 

Member of Congress 

_____/s/_____ 

Bradley Byrne 

Member of Congress 

_____/s/_____ 

Tony Cárdenas 

Member of Congress 

_____/s/_____ 

André Carson 

Member of Congress 

_____/s/_____ 

Matt Cartwright 

Member of Congress 

_____/s/_____ 

Sean Casten 

Member of Congress 
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_____/s/_____ 

Kathy Castor 

Member of Congress 

_____/s/_____ 

Steve Chabot 

Member of Congress 

_____/s/_____ 

Judy Chu 

Member of Congress 

_____/s/_____ 

David N. Cicilline 

Member of Congress 

_____/s/_____ 

Katherine Clark 

Member of Congress 

_____/s/_____ 

Yvette D. Clarke 

Member of Congress 

_____/s/_____ 

Wm. Lacy Clay 

Member of Congress 

_____/s/_____ 

Emanuel Cleaver, II 

Member of Congress 

_____/s/_____ 

Ben Cline 

Member of Congress 

_____/s/_____ 

Michael Cloud 

Member of Congress 

_____/s/_____ 

Steve Cohen 

Member of Congress 

_____/s/_____ 

Gerald E. Connolly 

Member of Congress 

_____/s/_____ 

Jim Costa 

Member of Congress 

_____/s/_____ 

Joe Courtney 

Member of Congress 

_____/s/_____ 

TJ Cox 

Member of Congress 

_____/s/_____ 

Angie Craig 

Member of Congress 

_____/s/_____ 

Charlie Crist 

Member of Congress 

_____/s/_____ 

Jason Crow 

Member of Congress 

_____/s/_____ 

Henry Cuellar 

Member of Congress 

_____/s/_____ 

Joe Cunningham 

Member of Congress 

_____/s/_____ 

Sharice L. Davids 

Member of Congress 

_____/s/_____ 

Rodney Davis 

Member of Congress 

_____/s/_____ 

Susan A. Davis  

Member of Congress 

_____/s/_____ 

Peter A. DeFazio 

Member of Congress 

_____/s/_____ 

Diana DeGette 

Member of Congress 

_____/s/_____ 

Rosa L. DeLauro 

Member of Congress 

_____/s/_____ 

Suzan DelBene 

Member of Congress 

_____/s/_____ 

Antonio Delgado 

Member of Congress 

_____/s/_____ 

Val B. Demings 

Member of Congress 

_____/s/_____ 

Mark DeSaulnier 

Member of Congress 

_____/s/_____ 

Ted Deutch 

Member of Congress 

_____/s/_____ 

Debbie Dingell 

Member of Congress 

_____/s/_____ 

Lloyd Doggett 

Member of Congress 
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_____/s/_____ 

Mike Doyle 

Member of Congress 

_____/s/_____ 

Veronica Escobar 

Member of Congress 

_____/s/_____ 

Adriano Espaillat 

Member of Congress 

_____/s/_____ 

Dwight Evans 

Member of Congress 

_____/s/_____ 

Abby Finkenauer 

Member of Congress 

_____/s/_____ 

Brian Fitzpatrick 

Member of Congress 

_____/s/_____ 

Lizzie Fletcher 

Member of Congress 

_____/s/_____ 

Bill Foster 

Member of Congress 

_____/s/_____ 

Lois Frankel  

Member of Congress 

_____/s/_____ 

Marcia L. Fudge 

Member of Congress 

_____/s/_____ 

John Garamendi 

Member of Congress 

_____/s/_____ 

Jesús G. “Chuy” García 

Member of Congress 

_____/s/_____ 

Greg Gianforte 

Member of Congress 

_____/s/_____ 

Danny K. Davis 

Member of Congress 

_____/s/_____ 

Louie Gohmert 

Member of Congress 

_____/s/_____ 

Jimmy Gomez 

Member of Congress 

_____/s/_____ 

Vicente Gonzalez 

Member of Congress 

_____/s/_____ 

Josh Gottheimer 

Member of Congress 

_____/s/_____ 

Sam Graves 

Member of Congress 

_____/s/_____ 

H. Morgan Griffith 

Member of Congress 

_____/s/_____ 

Raul M. Grijalva 

Member of Congress 

_____/s/_____ 

Glenn Grothman 

Member of Congress 

_____/s/_____ 

Deb Haaland 

Member of Congress 

_____/s/_____ 

Jim Hagedorn 

Member of Congress 

_____/s/_____ 

Josh Harder 

Member of Congress 

_____/s/_____ 

Vicky Hartzler 

Member of Congress 

_____/s/_____ 

Alcee L. Hastings 

Member of Congress 

_____/s/_____ 

Jahana Hayes 

Member of Congress 

_____/s/_____ 

Denny Heck 

Member of Congress 

_____/s/_____ 

Brian Higgins 

Member of Congress 

_____/s/_____ 

Jared Huffman  

Member of Congress 

_____/s/_____ 

Sheila Jackson Lee 

Member of Congress 

_____/s/_____ 

Hakeem Jeffries 

Member of Congress 
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_____/s/_____ 

Eddie Bernice Johnson 

Member of Congress 

_____/s/_____ 

Henry C. "Hank" Johnson, Jr.  

Member of Congress 

_____/s/_____ 

Marcy Kaptur  

Member of Congress 

_____/s/_____ 

William R. Keating  

Member of Congress 

_____/s/_____ 

Fred Keller 

Member of Congress 

_____/s/_____ 

Robin L. Kelly 

Member of Congress 

_____/s/_____ 

Joseph P. Kennedy, III 

Member of Congress 

_____/s/_____ 

Ro Khanna 

Member of Congress 

_____/s/_____ 

Derek Kilmer 

Member of Congress 

_____/s/_____ 

Andy Kim 

Member of Congress 

_____/s/_____ 

Ron Kind 

Member of Congress 

_____/s/_____ 

Raja Krishnamoorthi 

Member of Congress 

_____/s/_____ 

Ann McLane Kuster 

Member of Congress 

_____/s/_____ 

Conor Lamb 

Member of Congress 

_____/s/_____ 

James R. Langevin 

Member of Congress 

_____/s/_____ 

Rick Larsen 

Member of Congress 

_____/s/_____ 

John B. Larson 

Member of Congress 

_____/s/_____ 

Al Lawson 

Member of Congress 

_____/s/_____ 

Brenda L. Lawrence 

Member of Congress 

_____/s/_____ 

Barbara Lee 

Member of Congress 

_____/s/_____ 

Andy Levin 

Member of Congress 

_____/s/_____ 

Mike Levin 

Member of Congress 

_____/s/_____ 

Ted W. Lieu 

Member of Congress 

_____/s/_____ 

Zoe Lofgren 

Member of Congress 

_____/s/_____ 

Alan Lowenthal 

Member of Congress 

_____/s/_____ 

Nita M. Lowey 

Member of Congress 

_____/s/_____ 

Elaine G. Luria 

Member of Congress 

_____/s/_____ 

Stephen F. Lynch 

Member of Congress 

_____/s/_____ 

Carolyn B. Maloney 

Member of Congress 

_____/s/_____ 

Sean Patrick Maloney 

Member of Congress 

_____/s/_____ 

Ben McAdams 

Member of Congress 

_____/s/_____ 

Lucy McBath 

Member of Congress 

_____/s/_____ 

Betty McCollum 

Member of Congress 
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_____/s/_____ 

Donald A. McEachin 

Member of Congress 

_____/s/_____ 

James P. McGovern 

Member of Congress 

_____/s/_____ 

Jerry McNerney 

Member of Congress 

_____/s/_____ 

Grace Meng 

Member of Congress 

_____/s/_____ 

Carol D. Miller 

Member of Congress 

_____/s/_____ 

John R. Moolenaar 

Member of Congress 

_____/s/_____ 

Alex X. Mooney 

Member of Congress 

_____/s/_____ 

Gwen Moore 

Member of Congress 

_____/s/_____ 

Joseph D. Morelle 

Member of Congress 

_____/s/_____ 

Seth Moulton 

Member of Congress 

_____/s/_____ 

Stephanie Murphy 

Member of Congress 

_____/s/_____ 

Jerrold Nadler 

Member of Congress 

_____/s/_____ 

Nanette Diaz Barragán 

Member of Congress 

_____/s/_____ 

Grace F. Napolitano 

Member of Congress 

_____/s/_____ 

Joe Neguse 

Member of Congress 

_____/s/_____ 

Dan Newhouse 

Member of Congress 

_____/s/_____ 

Ralph Norman 

Member of Congress 

_____/s/_____ 

Eleanor Holmes Norton 

Member of Congress 

_____/s/_____ 

Tom O’Halleran 

Member of Congress 

_____/s/_____ 

Pete Olson 

Member of Congress 

_____/s/_____ 

Ilhan Omar 

Member of Congress 

_____/s/_____ 

Steven M. Palazzo 

Member of Congress 

_____/s/_____ 

Jimmy Panetta 

Member of Congress 

_____/s/_____ 

Chris Pappas 

Member of Congress 

_____/s/_____ 

Donald M. Payne, Jr.  

Member of Congress 

_____/s/_____ 

Collin C. Peterson 

Member of Congress 

_____/s/_____ 

Chellie Pingree 

Member of Congress 

_____/s/_____ 

Mark Pocan 

Member of Congress 

_____/s/_____ 

Katie Porter 

Member of Congress 

_____/s/_____ 

Ayanna Pressley 

Member of Congress 

_____/s/_____ 

David E. Price 

Member of Congress 

_____/s/_____ 

Jamie Raskin  

Member of Congress 

_____/s/_____ 

Tom Reed 

Member of Congress 
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_____/s/_____ 

Guy Reschenthaler 

Member of Congress 

_____/s/_____ 

Kathleen M. Rice 

Member of Congress 

_____/s/_____ 

Denver Riggleman 

Member of Congress 

_____/s/_____ 

John Rose 

Member of Congress 

_____/s/_____ 

Max Rose 

Member of Congress 

_____/s/_____ 

Harley Rouda 

Member of Congress 

_____/s/_____ 

Lucille Roybal-Allard 

Member of Congress 

_____/s/_____ 

Raul Ruiz M.D.  

Member of Congress 

_____/s/_____ 

Dutch Ruppersberger 

Member of Congress 

_____/s/_____ 

Bobby L. Rush 

Member of Congress 

_____/s/_____ 

Tim Ryan 

Member of Congress 

_____/s/_____ 

Linda T. Sánchez  

Member of Congress 

_____/s/_____ 

John P. Sarbanes 

Member of Congress 

_____/s/_____ 

Mary Gay Scanlon 

Member of Congress 

_____/s/_____ 

Jan Schakowsky  

Member of Congress 

_____/s/_____ 

Adam B. Schiff 

Member of Congress 

_____/s/_____ 

Bradley S. Schneider 

Member of Congress 

_____/s/_____ 

Kim Schrier, M.D. 

Member of Congress 

_____/s/_____ 

Austin Scott 

Member of Congress 

_____/s/_____ 

Donna E. Shalala 

Member of Congress 

_____/s/_____ 

Brad Sherman 

Member of Congress 

_____/s/_____ 

John Shimkus 

Member of Congress 

_____/s/_____ 

Albio Sires 

Member of Congress 

_____/s/_____ 

Elissa Slotkin 

Member of Congress 

_____/s/_____ 

Adam Smith 

Member of Congress 

_____/s/_____ 

Darren Soto 

Member of Congress 

_____/s/_____ 

Jackie Speier 

Member of Congress 

_____/s/_____ 

Pete Stauber 

Member of Congress 

_____/s/_____ 

Elise M. Stefanik 

Member of Congress 

_____/s/_____ 

W. Gregory Steube 

Member of Congress 

_____/s/_____ 

Haley Stevens 

Member of Congress 

_____/s/_____ 

Chris Stewart  

Member of Congress 

_____/s/_____ 

Steve Stivers 

Member of Congress 
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_____/s/_____ 

Thomas R Suozzi 

Member of Congress 

_____/s/_____ 

Eric Swalwell 

Member of Congress 

_____/s/_____ 

Mark Takano 

Member of Congress 

_____/s/_____ 

Glenn "GT" Thompson 

Member of Congress 

_____/s/_____ 

Mike Thompson 

Member of Congress 

_____/s/_____ 

Tom Tiffany  

Member of Congress 

_____/s/_____ 

Scott R. Tipton 

Member of Congress 

_____/s/_____ 

Dina Titus 

Member of Congress 

_____/s/_____ 

Norma J. Torres 

Member of Congress 

_____/s/_____ 

Xochitl Torres Small 

Member of Congress 

_____/s/_____ 

Lori Trahan 

Member of Congress 

_____/s/_____ 

David Trone 

Member of Congress 

_____/s/_____ 

Lauren Underwood 

Member of Congress 

_____/s/_____ 

Jefferson Van Drew 

Member of Congress 

_____/s/_____ 

Juan Vargas 

Member of Congress 

_____/s/_____ 

Filemon Vela 

Member of Congress 

_____/s/_____ 

Nydia M. Velázquez 

Member of Congress 

_____/s/_____ 

Peter J. Visclosky 

Member of Congress 

_____/s/_____ 

Debbie Wasserman Schultz 

Member of Congress 

_____/s/_____ 

Randy K. Weber 

Member of Congress 

_____/s/_____ 

Peter Welch 

Member of Congress 

_____/s/_____ 

Susan Wild 

Member of Congress 

_____/s/_____ 

Frederica S. Wilson 

Member of Congress 

_____/s/_____ 

Robert J. Wittman 

Member of Congress 

_____/s/_____ 

John Yarmuth 

Member of Congress 

 


