
May 18, 2021 

The Honorable Rebecca Kelly Slaughter 
Acting Chair 
Federal Trade Commission 
600 Pennsylvania Avenue, N.W. 
Washington, D.C. 20580 

Dear Chair Slaughter: 

We write to request that the Federal Trade Commission (FTC) open a formal inquiry into 
AbbVie Inc.’s actions to delay U.S. biosimilar entry for its blockbuster drug Humira.  We make 
this request in light of previously non-public documents obtained by the Committee on Oversight 
and Reform during its multi-year investigation of AbbVie.  Based on our review, these 
documents indicate that AbbVie delayed biosimilar competition for far longer than warranted by 
its own internal evaluations of the strength of its patent portfolio, which anticipated biosimilar 
entry no later than 2017.  We ask that you investigate whether this delay was the result of 
anticompetitive conduct in violation of U.S. law.  

Background 

AbbVie is the sole U.S. manufacturer of Humira, an injectable biologic agent approved to 
treat inflammatory diseases such as rheumatoid arthritis, plaque psoriasis, psoriatic arthritis, and 
Crohn’s disease.1  AbbVie charges approximately $77,000 for a year’s supply of Humira—470% 
more than when the drug was launched in 2003.2  In part due to AbbVie’s price increases, 
Humira is the highest-grossing drug in the United States.3  In 2020 alone, AbbVie collected $16 
billion in U.S. net revenue for Humira.4   

AbbVie faces no current competition in the United States from lower-priced biosimilar 
versions of Humira, even though six biosimilars have received marketing approval from the 
Food and Drug Administration.5  As the FTC is aware, AbbVie has entered into nine patent 

1 See Food and Drug Administration, Approved Label for Humira (Mar. 2020) (online at 
www.accessdata.fda.gov/drugsatfda_docs/label/2020/125057s415lbl.pdf). 

2 IBM Micromedex Redbook, Wholesale Acquisition Cost for Humira (accessed May 18, 2021). 
3 The Top-Selling Drugs in the U.S. in 2019, Axios (Aug. 12, 2020) (online at www.axios.com/top-selling-

drugs-america-2019-f32a8818-a37c-4581-a805-bcf73942c1de.html). 
4 AbbVie Inc., 2020 Form 10-K Annual Report (Feb. 19, 2021) (online at https://investors.abbvie.com/sec-

filings/sec-filing/10-k/0001551152-21-000008). 
5 Food and Drug Administration, Database of Licensed Biological Products (accessed May 18, 2021) 

(online at https://purplebooksearch.fda.gov/). 
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settlement agreements with potential biosimilar competitors.  Under the terms of these 
agreements, Amgen will not introduce its biosimilar until January 31, 2023, and other biosimilars 
will enter later that year.6  In contrast, AbbVie already faces competition in Europe from at least 
six biosimilars, and the price of the drug has fallen by as much as 80% since competition first 
entered the market.7   
 

Documents Obtained by the Committee on Oversight and Reform  
 

AbbVie’s productions to the Committee on Oversight and Reform include documents 
analyzing the timing and impact of biosimilar competition in the United States.  These 
documents show that AbbVie’s own evaluation of the strength of its patent portfolio projected 
that biosimilar entry would occur much earlier than the 2023 biosimilar entry date agreed to by 
AbbVie and its competitors.  

 
In February 2013, AbbVie executives circulated a presentation (Exhibit 1) on “Biosimilar 

Erosion Modeling” that projected biosimilars to enter the U.S. market in the first quarter of 2017.  
This projection was based on the company’s “IP strategy.”8   
 

 
6 See FTC_MMA_1416-2944.  Upon request, the Federal Trade Commission provided the Committee with 

the agreements related to Humira and Imbruvica.  Letter from Secretary April J. Tabor, Federal Trade Commission, 
to Chairwoman Carolyn B. Maloney, House Committee on Oversight and Reform (Dec. 9, 2020);  Letter from 
Secretary April J. Tabor, Federal Trade Commission, to Chairwoman Carolyn B. Maloney, House Committee on 
Oversight and Reform (Feb. 26, 2021).  The key terms of the agreements are also publicly available.  See e.g., 
Amgen, Press Release:  Amgen and AbbVie Agree to Settlement Allowing Commercialization of Amgevita (Sept. 28, 
2017) (online at www.amgen.com/newsroom/press-releases/2017/09/amgen-and-abbvie-agree-to-settlement-
allowing-commercialization-of-amgevita).  

7 See AbbVie, Q3 2018 Earnings Call Transcript (Nov. 2, 2018).   
8 ABV-HOR-00033937, Slide 6. 
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Exhibit 1 

 
 
In February 2014, AbbVie executives circulated another presentation (Exhibit 2) on “US 

Humira Biosimilar Erosion.”  This presentation projected that the first biosimilar competitor 
would enter the market by the first quarter of 2017 and that Humira would face three to five 
biosimilar competitors.9   

 
9 ABV-HOR00032198, Slide 9. 
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Exhibit 2  

 
 

In August 2014, AbbVie executives sent CEO Richard Gonzalez another financial 
analysis (Exhibit 3) projecting that Humira would face biosimilar competition in the United 
States no later than July 2017, and predicted this would cause “Price Erosion” and “Volume 
Erosion” for Humira sales.10  

 
10 ABV-HOR-00033966, Slide 12.  
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Exhibit 3 

 
 
 In September 2017, AbbVie entered into a patent settlement agreement with Amgen to 
delay Amgen’s biosimilar entry in the U.S. until January 31, 2023.11  However, as of December 
2017, AbbVie executives still projected that the company’s patent portfolio could delay 
biosimilar entry only until 2022—one year earlier than the Amgen agreement.  The analysis 
(Exhibit 4) projected Humira would face 11 biosimilar competitors by 2022.12    
 

 
11 Amgen, Press Release:  Amgen and AbbVie Agree to Settlement Allowing Commercialization of 

Amgevita (Sept. 28, 2017) (online at www.amgen.com/newsroom/press-releases/2017/09/amgen-and-abbvie-agree-
to-settlement-allowing-commercialization-of-amgevita). 

12 ABV-HOR-00033572, Slide 16. 
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Exhibit 4 

 
 
 In the next two years, however, AbbVie entered into additional agreements with eight 
different companies—including all six companies that currently have FDA approval for their 
biosimilars—to delay the U.S. launch of a Humira biosimilar until 2023.13   
 
 By delaying biosimilar entry, AbbVie extracted billions of dollars from the U.S. health 
care system.  AbbVie estimated internally that had lower-priced biosimilars entered in the first 
quarter of 2017, AbbVie’s U.S. net sales would have decreased by $1.5 billion in 2017.  
According to one internal analysis (Exhibit 5), biosimilar competition would have forced a 
reduction in the price of Humira that would have saved the U.S. health care system at least $19 
billion from 2016 to 2023.14   
 

 
13 See FTC_MMA_1416-2944; Food and Drug Administration, Database of Licensed Biological Products 

(accessed May 18, 2021) (online at https://purplebooksearch.fda.gov/). 
14 See ABV-HOR-00032198, Slide 15.  The $19 billion figure is the total “price variance” estimate of 

biosimilar erosion.  The U.S. health care system would have likely saved additional costs from a subset of patients 
purchasing lower-priced biosimilars rather than Humira.  
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Exhibit 5 

 
 

Need for FTC Investigation of AbbVie Conduct Related to Humira 
 
 AbbVie’s internal documents raise serious questions about the actions the company took 
to delay biosimilar competition in the United States until 2023—six years beyond its own 
internal evaluations of the strength of its patent portfolio.    
 

In particular, we question whether the 2023 biosimilar entry dates agreed to between 
AbbVie and its competitors were truly negotiated compromises reflecting the odds of the parties’ 
success in patent litigation or whether AbbVie—in violation of U.S. antitrust law—transferred 
items of value to its competitors in exchange for their commitment to stay off the market longer 
than they likely would have if the patents were litigated.   

 
AbbVie may also have engaged in other potentially illegal anticompetitive conduct to 

maintain its market share and pricing power for Humira.  For example, it appears AbbVie 
leveraged its market power to shift patients to a new high concentration formulation of Humira 
before biosimilar versions of the original formulation were set to enter the market in 2023.  The 
Committee on Oversight and Reform’s investigation obtained a 2015 presentation to AbbVie’s 
board of directors noting that a key part of the company’s biosimilar “defense strategy” was to 
“Gain approval (EU/U.S.) of Humira High Concentration Formulation.”15  Today, market 
experts are concerned that AbbVie’s success in shifting patients to the high concentration 
formulation of Humira will prevent lower-priced biosimilars from gaining market share.16  
Market experts have also raised concerns about AbbVie leveraging its market power to bundle 
rebates across indications to deny preferred positions on drug formularies to biosimilar and brand 
name rivals to Humira.17   
 

Based on the foregoing, we urge the FTC to scrutinize AbbVie’s agreements and 
negotiations with biosimilar competitors for their compliance with U.S. law, including whether 

 
15 ABV-HOR-00138392, Slide 9.  
16 Center for Biosimilars, Adalimumab Biosimilars Face Product Obsolescence Before Launch (Jan. 6, 

2021) (online at www.centerforbiosimilars.com/view/adalimumab-biosimilars-face-product-obsolescence-before-
launch). 

17 See e.g., Walid F. Gellad and Chester B. Good, Adalimumab and the Challenges for Biosimilars, Journal 
of the American Medical Association (Oct. 23, 2019) (online at https://jamanetwork.com/journals/jama/article-
abstract/2753753); Commissioner Rohit Chopra, Federal Trade Commission, Dissenting Statement in the Matter of 
AbbVie, Inc. / Allergan plc (May 5, 2020) (online at 
www.ftc.gov/system/files/documents/public_statements/1574583/191-
0169_dissenting_statement_of_commissioner_rohit_chopra_in_the_matter_of_abbvie-allergan_redacted.pdf).  



The Honorable Rebecca Kelly Slaughter 
Page 8 
 
transfers of value occurred outside the express terms of each written agreement.  In addition, we 
request that the FTC examine whether AbbVie engaged in other anticompetitive conduct to 
maintain its market share and pricing power for Humira, such as shifting patients to a higher 
concentration formulation of the drug and using bundled rebates to exclude rivals of preferred 
formulary positions.  We have enclosed full copies of the documents cited in this letter to assist 
the FTC in its investigation.  
 
 Thank you for your assistance in this matter.  If you have any questions, please contact 
Oversight Committee staff at (202) 225-5051. 
 

Sincerely, 
 
 
 
__________________________    __________________________ 
Carolyn B. Maloney      Jerrold Nadler  
Chairwoman       Chairman 
Committee on Oversight and Reform    Committee on the Judiciary 
 
 
 
__________________________ 
David N. Cicilline 
Chairman 
Subcommittee on Antitrust, Commercial,  

and Administrative Law 
Committee on the Judiciary  
 
Enclosure 
 
cc: The Honorable James Comer, Ranking Member 
 Committee on Oversight and Reform 
  

The Honorable Jim Jordan, Ranking Member 
Committee on the Judiciary  
 
The Honorable Ken Buck 
Subcommittee on Antitrust, Commercial, and Administrative Law  
Committee on the Judiciary  
 



AbbVie Selected Documents for FTC 

Document # Citation Short Description 

Document 1 ABV-HOR-00033937 February 2013 Presentation 

Document 2 ABV-HOR-00032198 February 2014 Presentation 

Document 3 ABV-HOR-00033966 August 2014 Presentation 

Document 4 ABV-HOR-00138392 February 2015 Presentation Excerpt 

Document 5 ABV-HOR-00033572 December 2016 Presentation 
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