
1 CONFIDENTIAL & PROPRIETARY 
FOIA EXEMPT 

 

The information contained in this document is confidential and not subject to disclosure under 
Exemption 4 to the Freedom of Information Act, 5 U.S.C. § 552(b)(4), the Trade Secrets Act, 18 
U.S.C. § 1905, and the Medicaid Drug Rebate Act, 42 U.S.C. § 1396r-8(b)(3)(D). 

 
MOST FAVORED NATION DRUG PRICING AGREEMENT 

(hereinafter referred to as the “Agreement” or “Definitive Agreement”) 
 

Between 
 

the Department of Health and Human Services 
(hereinafter referred to as “HHS”) 

And 

Pfizer Inc. 
(also referred to as “Pfizer” as more particularly defined below) 

 
This Agreement is entered into, and effective as of the Effective Date, by and between HHS and 
Pfizer, each a “Party” to this Agreement and, collectively, the “Parties.” 

RECITALS 

WHEREAS, Executive Order 14273, Lowering Drug Prices by Once Again Putting Americans 
First (April 15, 2025), and Executive Order 14297, Delivering Most-Favored Nation 
Prescription Drug Pricing to American Patients (May 12, 2025), contemplate a framework under 
which pharmaceutical manufacturers and the Secretary of the Department of Health and Human 
Services (“HHS”) and the Administrator for the Centers for Medicare & Medicaid Services 
(“CMS”) may negotiate to achieve most-favored-nation price targets to bring prices for 
American patients in line with comparably developed nations; and 

WHEREAS, Pfizer intends to provide voluntary access to most-favored-nation price targets 
across both public and private payer markets in the United States during the Covered Period 
through federal programs and other arrangements established and maintained by CMS; 

WHEREAS, the Parties, through a Letter of Agreement (“LOA”) executed on September 30, 
2025, agreed to enter into voluntary, diligent, and good faith negotiations for the purpose of 
finalizing one or more Definitive Agreements; 

WHEREAS, the Parties have voluntarily negotiated diligently and in good faith the terms of this 
Definitive Agreement, as envisioned in the LOA including the specific operations, processes, and 
mechanisms Pfizer and HHS will implement to lower costs for pharmaceutical products for all 
Americans; 

NOW THEREFORE, HHS, and Pfizer, on its own behalf, hereby agree to the following terms, 
which supersede and replace all terms of the LOA, as follows: 
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(“Confidentiality”); Section 14 (“Compliance with Laws”) and Section 
15.7 of the General Provisions. 

11. DISPUTE RESOLUTION PROCESS 

11.1. In the event of any dispute, controversy, or claim arising out of or relating to this 
Agreement (a “Dispute”), the Parties shall first attempt in good faith to resolve 
the Dispute through informal discussions. Either Party may initiate such 
discussions by providing written notice to the other Party describing the nature 
of the Dispute, including the remedy sought, in reasonable detail. 

11.2. If the Dispute is not resolved within thirty (30) days after such notice, each Party 
shall escalate the matter to one or more senior executives with decision-making 
authority for further negotiation. The senior executives shall meet in person at 
HHS within fifteen (15) days after escalation to attempt to resolve the Dispute in 
good faith. 

11.2.1. For clarity, senior executives at HHS are the Secretary of HHS, Deputy 
Secretary of HHS, Administrator of CMS, Chief Policy and Regulatory 
Officer of CMS, Director of Medicare, or General Counsel. 

11.2.2. For Pfizer, senior executives are the Chief Executive Officer, Chief 
Financial Officer, or Chief Legal Officer, or a delegate of any of these 
senior executives. 

11.3. The HHS senior executive’s decision shall be considered the final agency 
decision and shall be provided to Pfizer in writing within thirty (30) days of the 
senior executives meeting described in Section 11.2. Thereafter, Pfizer or HHS 
may exercise any administrative or judicial remedies that may be available. 

11.4. Unless otherwise agreed, each Party shall continue to perform its obligations 
under this Agreement during the pendency of any Dispute resolution process. 

12. REPRESENTATIONS AND WARRANTIES 

12.1. HHS represents and warrants that the Secretary, or his designee, has the full 
right, power, and authority to enter into the Agreement and bind the Department 
of Health and Human Services to the terms of this Agreement. 

12.2. HHS represents and warrants that this Agreement provides an unmistakable 
promise that it shall take all regulatory, administrative, and other actions 
necessary to effectuate the terms set forth in this Agreement. 

12.3. Pfizer represents and warrants that its signatory to this Agreement has the full 
right, power, and authority to enter into this Agreement and to bind Pfizer to the 
terms of this Agreement. 
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13. CONFIDENTIALITY 

13.1. The Parties acknowledge and agree that this Agreement contains confidential, 
proprietary, and commercially sensitive information. The Parties and their 
designated agents will protect the confidentiality of this Agreement and the 
preceding LOA, and shall not disclose any information exchanged in connection 
with this Agreement or the preceding LOA, including but not limited to the 
terms of this Agreement, information delivered and/or discussed during the 
negotiation of this Agreement or the preceding LOA, any amendment and/or 
term extension of the Agreement, negotiation of any agreement intended to 
modify, replace or supersede this Agreement, information concerning either 
Party’s performance under the Agreement, and/or any other information related 
to this Agreement (collectively, “Confidential Information”), to any other person 
or entity for any purpose whatsoever except: 

13.1.1. as set forth in this Agreement; or 

13.1.2. to each Party’s respective employees, directors, accountants, attorneys and 
financial and other professional advisors or consultants on a need-to-know 
basis, provided such employees, directors, accountants, attorneys and 
financial and other professional advisors or consultants agree to the same 
level of confidentiality as described herein; or 

13.1.3. as is necessary to carry out or enforce this Agreement; or 

13.1.4. if the receiving Party obtains the written consent from the disclosing Party 
for its release; or 

13.1.5. if disclosure is required by law. 

13.2. For the avoidance of doubt, HHS may use the Confidential Information that 
Pfizer submits pursuant to this Agreement only for the purposes of carrying out 
the provisions of this Agreement. HHS may only disclose Confidential 
Information to government personnel reasonably required to see the information 
for purposes of this Agreement. 

13.3. Confidential Information shall not include information: (i) which either Party 
can show was known to it prior to the disclosure by the other Party; (ii) which is 
or becomes public knowledge through no fault of either Party; or (iii) which is 
lawfully disclosed to either Party by a third party. 

13.4. For the avoidance of doubt, HHS agrees that it shall protect the confidentiality 
of all Confidential Information to the fullest extent permitted by applicable law, 
including but not limited to, the Trade Secrets Act, 18 U.S.C. § 1905 and 42 
U.S.C. § 1396r-8(b)(3)(D). HHS will treat all Confidential Information as 
exempt from release under FOIA, 5 U.S.C. § 552 and any corresponding FOIA 
regulations. In all events, HHS will provide Pfizer with written notice of any 
FOIA request for any Confidential Information and a reasonable opportunity to 
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a court with jurisdiction over the Parties, or based on the reasonable opinion of 
Pfizer’s competent legal counsel performance under any provision of this 
Agreement would create  for Pfizer, (a) the Parties shall 
mutually agree to language restating such provision to reflect as nearly as 
possible the original intentions of the Parties in accordance with applicable law 
or such provision may be severed if the Parties mutually agree it cannot be 
restated to comply with applicable law and remove the  for 
Pfizer, as applicable, and (b) the remaining terms, provisions, covenants, and 
restrictions of this Agreement shall remain in full force and effect. If the 
provision cannot be restated under subsection (a) and severing the provision 
would materially alter the consideration that forms the basis of this Agreement, 
Pfizer may terminate this Agreement immediately. 

15.10. Except where otherwise specified, the rights and remedies granted to a Party 
under this Agreement are cumulative and in addition to, and not in lieu of, any 
other rights or remedies which the Party may possess at law or in equity. 

15.11. The construction, validity, performance, and effect of this Agreement will be 
governed by U.S. federal law, as applied by the federal courts in the District of 
Columbia. If any provision in this Agreement conflicts with or is inconsistent 
with any U.S. federal law or regulation, then the U.S. federal law or regulation 
will preempt that provision. Pfizer further agrees and consents to the jurisdiction 
of the federal courts in the District of Columbia and waives any claim of lack of 
jurisdiction or forum non conveniens. Neither Party will be liable for failure to 
perform its obligations under this Agreement if such failure is occasioned by a 
contingency beyond such Party’s reasonable control, including, but not limited 
to, lockouts, riots, wars, pandemics, fires, floods or storms (a “Force Majeure 
Event”). A Party claiming a right to excused performance under this section 
shall promptly notify the other Party in writing of the extent of its inability to 
perform, which notice shall specify the Force Majeure Event that prevents such 
performance and include a timeline for remediation. The Party failing to perform 
shall use reasonable efforts to avoid or remove the cause of the Force Majeure 
Event and shall resume performance under the Agreement promptly upon the 
cessation of the Force Majeure Event. 

15.12. In connection with the Government Website that is carrying out the terms of this 
Agreement, HHS shall not use any name, trade name, service marks, trade, 
dress, or logos of Pfizer, or any patented, trade named, trademarked, or 
copyrighted material or property belonging to Pfizer, in publicity releases, 
advertising, or any other publication, except as expressly permitted in writing by 
Pfizer. Pfizer shall not unreasonably withhold such authorization as it relates to 
any Government Website that is carrying out the terms of this Agreement. 

15.13. The captions and headings used in this Agreement are inserted for convenience 
only and shall not affect the meaning or interpretation of this Agreement. 

(b) (4)

(b) (4)
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15.14. This Agreement may be executed in counterparts, each of which shall be 
deemed an original and all of which together shall constitute one and the same 
document. 

15.15. This Agreement is executed and entered into by HHS and Pfizer solely for their 
benefit, and no other party (including without limitation any individual 
employee, officer, director, contractor, or agent of either Party) shall be entitled 
to any of the benefits hereof or shall have any rights hereunder. No third party is 
entitled to rely on any of the representations, warranties, and agreements 
contained in this Agreement, and the Parties assume no liability to any third 
party based on the terms of the Agreement. 

15.16. This Agreement, including all Appendices, constitutes the entire agreement 
between the Parties with respect to the subject matter hereof, and supersedes and 
replaces all prior or contemporaneous understandings or agreements, written or 
oral, regarding such subject matter, including the LOA in its entirety. No 
amendment to or modification of this Agreement will be binding unless in 
writing and signed by a duly authorized representative of both Parties. 

15.17. Any notice, approval, request, authorization, direction, or other communication 
under this Agreement will be given in writing by email. Each Party shall provide 
the appropriate email address for notice (such addresses may be amended from 
time to time): 

15.17.1. If to Pfizer: 

Pfizer Inc. 
66 Hudson Boulevard East 
New York, NY 10001-2192 
Attention: Chief Legal Officer 
legalnotice@pfizer.com 

15.17.2. If to HHS: 

Michael B. Stuart 
General Counsel 
Office of the General Counsel 
U.S. Department of Health and Human Services 
Mike.Stuart@hhs.gov 

With a copy to: 

Elizabeth C. Kelley 
Chief Legal Officer for CMS 
Office of the General Counsel 
U.S. Department of Health and Human Services 
Elizabeth.Kelley@hhs.gov 
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[Rest of page intentionally left blank.] 
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The information contained in this document is confidential and not subject to disclosure under Exemption 4 to the Freedom of 
Information Act, 5 U.S.C. § 552(b)(4), the Trade Secrets Act, 18 U.S.C. § 1905, and the Medicaid Drug Rebate Act, 42 U.S.C. § 1396r-
8(b)(3)(D). 

Appendix B: Direct-to-Patient Covered Products 

(b) (4)
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(b) (4)
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(b) (4)




