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Sec. 2. Policy. It is the policy of the United States that Federal health 
care programs, intellectual property protections, and safety regulations are 
optimized to provide access to prescription drugs at lower costs to American 
patients and taxpayers. 

Sec. 3. Improving upon the Inflation Reduction Act. (a) Within 60 days 
of the date of this order, the Secretary of Health and Human Services 
(Secretary), consistent with sections 1191 to 1198 of the Social Security 
Act (42 U.S.C. 1320f–1320f–7) and other applicable law, shall propose and 
seek comment on guidance for the Medicare Drug Price Negotiation Program 
for initial price applicability year 2028 and manufacturer effectuation of 
maximum fair price under such program in 2026, 2027, and 2028. The 
guidance shall improve the transparency of the Medicare Drug Price Negotia-
tion Program, prioritize the selection of prescription drugs with high costs 
to the Medicare program, and minimize any negative impacts of the maximum 
fair price on pharmaceutical innovation within the United States. 

(b) Within 180 days of the date of this order, the Assistant to the President
for Domestic Policy, in coordination with the Secretary, the Director of 
the Office of Management and Budget (OMB Director), and the Assistant 
to the President for Economic Policy, shall provide recommendations to 
the President on how best to stabilize and reduce Medicare Part D premiums. 

(c) The Secretary shall work with the Congress to modify the Medicare
Drug Price Negotiation Program to align the treatment of small molecule 
prescription drugs with that of biological products, ending the distortion 
that undermines relative investment in small molecule prescription drugs, 
coupled with other reforms to prevent any increase in overall costs to 
Medicare and its beneficiaries. 
Sec. 4. Reducing the Prices of High-Cost Drugs for Seniors. Within 1 year 
of the date of this order, the Secretary shall take appropriate steps to develop 
and implement a rulemaking plan and select for testing, consistent with 
42 U.S.C. 1315a(b)(2), a payment model to improve the ability of the Medicare 
program to obtain better value for high-cost prescription drugs and biological 
products covered by Medicare, including those not subject to the Medicare 
Drug Price Negotiation Program. 

Sec. 5. Appropriately Accounting for Acquisition Costs of Drugs in Medicare. 
Within 180 days of the date of this order, as appropriate and consistent 
with applicable law, the Secretary shall publish in the Federal Register 
a plan to conduct a survey under section 1833(t)(14)(D)(ii) of the Social 
Security Act to determine the hospital acquisition cost for covered outpatient 
drugs at hospital outpatient departments. Following the conclusion of this 
survey, the Secretary shall consider and propose any appropriate adjustments 
that would align Medicare payment with the cost of acquisition, consistent 
with the budget neutrality requirement in section 1833(t)(9)(B) of the Social 
Security Act and other legal requirements. 

Sec. 6. Promoting Innovation, Value, and Enhanced Oversight in Medicaid 
Drug Payment. Within 180 days of the date of this order, the OMB Director, 
the Assistant to the President for Domestic Policy, and the Assistant to 
the President for Economic Policy, in coordination with the Secretary, shall 
jointly provide recommendations to the President on how best to ensure 
that manufacturers pay accurate Medicaid drug rebates consistent with sec-
tion 1927 of the Social Security Act, promote innovation in Medicaid drug 
payment methodologies, link payments for drugs to the value obtained, 
and support States in managing drug spending. 

Sec. 7. Access to Affordable Life-Saving Medications. Within 90 days of 
the date of this order, as appropriate and consistent with applicable law, 
the Secretary shall take action to ensure future grants available under section 
330(e) of the Public Health Service Act, as amended, 42 U.S.C. 254b(e), 
are conditioned upon health centers establishing practices to make insulin 
and injectable epinephrine available at or below the discounted price paid 
by the health center grantee or sub-grantee under the 340B Prescription 
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Drug Program (plus a minimal administration fee) to individuals with low 
incomes, as determined by the Secretary, who: 

(a) have a high cost-sharing requirement for either insulin or injectable
epinephrine; 

(b) have a high unmet deductible; or

(c) have no healthcare insurance.
Sec. 8. Reevaluating the Role of Middlemen. Within 90 days of the date 
of this order, the Assistant to the President for Domestic Policy, in coordina-
tion with the Secretary, the OMB Director, and the Assistant to the President 
for Economic Policy, shall provide recommendations to the President on 
how best to promote a more competitive, efficient, transparent, and resilient 
pharmaceutical value chain that delivers lower drug prices for Americans. 

Sec. 9. Accelerating Competition for High-Cost Prescription Drugs. Within 
180 days of the date of this order, the Secretary, through the Commissioner 
of Food and Drugs, shall issue a report providing administrative and legisla-
tive recommendations to: 

(a) accelerate approval of generics, biosimilars, combination products, and
second-in-class brand name medications; and 

(b) improve the process through which prescription drugs can be reclassi-
fied as over-the-counter medications, including recommendations to opti-
mally identify prescription drugs that can be safely provided to patients 
over the counter. 
Sec. 10. Increasing Prescription Drug Importation to Lower Prices. Within 
90 days of the date of this order, the Secretary, through the Commissioner 
of Food and Drugs, shall take steps to streamline and improve the Importation 
Program under section 804 of the Federal Food, Drug, and Cosmetic Act 
to make it easier for States to obtain approval without sacrificing safety 
or quality. 

Sec. 11. Reducing Costly Care for Seniors. Within 180 days of the date 
of this order, the Secretary shall evaluate and, if appropriate and consistent 
with applicable law, propose regulations to ensure that payment within 
the Medicare program is not encouraging a shift in drug administration 
volume away from less costly physician office settings to more expensive 
hospital outpatient departments. 

Sec. 12. Improving Transparency into Pharmacy Benefit Manager Fee Disclo-
sure. Within 180 days of the date of this order, the Secretary of Labor 
shall propose regulations pursuant to section 408(b)(2)(B) of the Employee 
Retirement Income Security Act of 1974 to improve employer health plan 
fiduciary transparency into the direct and indirect compensation received 
by pharmacy benefit managers. 

Sec. 13. Combating Anti-Competitive Behavior by Prescription Drug Manufac-
turers. Within 180 days of the date of this order, the Secretary or his 
designee shall conduct joint public listening sessions with the appropriate 
personnel from the Department of Justice, the Department of Commerce, 
and the Federal Trade Commission and issue a report with recommendations 
to reduce anti-competitive behavior from pharmaceutical manufacturers. 

Sec. 14. General Provisions. (a) Nothing in this order shall be construed 
to impair or otherwise affect: 

(i) the authority granted by law to an executive department or agency,
or the head thereof; or

(ii) the functions of the Director of the Office of Management and Budget
relating to budgetary, administrative, or legislative proposals.
(b) This order shall be implemented consistent with applicable law and

subject to the availability of appropriations. 

(c) This order is not intended to, and does not, create any right or benefit,
substantive or procedural, enforceable at law or in equity by any party 
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against the United States, its departments, agencies, or entities, its officers, 
employees, or agents, or any other person. 

THE WHITE HOUSE, 
April 15, 2025. 

[FR Doc. 2025–06837 

Filed 4–17–25; 8:45 am] 

Billing code 3395–F4–P 
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