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We have reviewed the attached Food and Drug Administration (FDA) Office of National Drug 
Control Policy (ONDCP) Detailed Accounting Report, which includes the table of Drug Control 
Obligations, related disclosures, and management’s assertions for the fiscal year ended 
September 30, 2025.  We also reviewed the Budget Formulation Compliance Report, which 
includes budget formulation information for the fiscal year ending September 30, 2027, and the 
Chief Financial Officer’s or accountable senior executive’s assertions relating to the budget 
formulation information.1  FDA management is responsible for, and submitted, the Detailed 
Accounting Report and Budget Formulation Compliance Report, which were prepared in 
accordance with the ONDCP Circular National Drug Control Program Agency Compliance 
Reviews, dated September 9, 2021 (ONDCP Compliance Reviews Circular).  We performed this 
review as required by 21 U.S.C. section 1704(d)(1) and as authorized by 21 U.S.C. 
section 1703(d)(7) and in compliance with the ONDCP Compliance Reviews Circular. 
 
It is our responsibility to express a conclusion about the reliability of FDA’s Detailed 
Accounting Report for fiscal year 2025, FDA’s Budget Formulation Compliance Report for 
fiscal year 2027, and management’s assertions based on our review. 
 
We conducted our review in accordance with attestation standards established by the American 
Institute of Certified Public Accountants and the standards applicable to attestation engagements, 
as described in the U.S. Government Accountability Office publication Government Auditing 
Standards (February 2024).  Those standards require that we plan and perform the review to 

 
1 Although FDA’s Budget Formulation Compliance Report was provided to ONDCP as of fiscal year 2025, the 
budget figures reflect the fiscal year 2027 funding request. 
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obtain limited assurance about whether any material modifications should be made to the 
Detailed Accounting Report, Budget Formulation Compliance Report, and management’s 
assertions for them to be in accordance with the criteria.  The procedures performed in a review 
vary in nature and timing from, and are substantially less in extent than an examination, the 
objective of which is to obtain reasonable assurance about whether management’s reports and 
assertions are in accordance with the criteria in all material respects, in order to express an 
opinion.  Accordingly, we do not express such an opinion. 
 
Notwithstanding the limited nature of the engagement, we believe that the review evidence 
obtained is sufficient in accordance with attestation standards and appropriate to provide a 
reasonable basis for our conclusion. 
 
We are required to be independent and to meet our other ethical responsibilities in accordance 
with relevant ethical requirements related to the engagement. 
 
As part of our review, we performed review procedures on FDA’s fiscal year 2025 Detailed 
Accounting Report and fiscal year 2027 Budget Formulation Compliance Report according to 
the ONDCP Compliance Reviews Circular’s criteria.  We limited our work to inquiries and 
analytical procedures appropriate for an attestation review.  Specifically, we performed 
procedures for the purpose of expressing a conclusion about the reliability of each of the 
assertions made in FDA’s reports.  Those procedures included reviewing FDA’s drug 
methodologies and reprogramming or transfer of drug control funds, if applicable.  We also 
performed procedures to determine whether FDA submitted the summer budget timely and 
whether funding levels represented FDA requests. 
 
Based on our review, we are not aware of any material modifications that should be made to 
FDA’s Detailed Accounting Report for fiscal year 2025 and FDA’s Budget Formulation 
Compliance Report for fiscal year 2027 and management’s assertions for them to be in 
accordance with the ONDCP Compliance Reviews Circular. 
 
FDA’s Detailed Accounting Report is included as Attachment A.2 
 

******** 
 

Although this report is an unrestricted public document, the information it contains is intended 
solely for the information and use of Congress, ONDCP, and FDA.  It is not intended to be, and 
should not be, used by anyone other than those specified parties.  If you have any questions or 
comments about this report, please do not hesitate to call me, or your staff may contact  
Carla J. Lewis, Assistant Inspector General for Audit Services, at (202) 834-5992 or 
Carla.Lewis@oig.hhs.gov.  Please refer to report number OAS-26-03-024 in all correspondence. 
 

 
2 We did not attach the Budget Formulation Compliance Report assertions because they were embedded within the 
Budget Formulation Compliance Report which contains prospective information.   
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Report Fraud, Waste, 
and Abuse 
OIG Hotline Operations accepts tips and complaints from all sources about 
potential fraud, waste, abuse, and mismanagement in HHS programs.  Hotline 
tips are incredibly valuable, and we appreciate your efforts to help us stamp 
out fraud, waste, and abuse. 

TIPS.HHS.GOV 

Phone: 1-800-447-8477 

TTY: 1-800-377-4950  

Who Can Report? 
Anyone who suspects fraud, waste, and abuse should report their concerns 
to the OIG Hotline.  OIG addresses complaints about misconduct and 
mismanagement in HHS programs, fraudulent claims submitted to Federal 
health care programs such as Medicare, abuse or neglect in nursing homes, 
and many more.  Learn more about complaints OIG investigates. 

How Does It Help? 
Every complaint helps OIG carry out its mission of overseeing HHS programs 
and protecting the individuals they serve.  By reporting your concerns to the 
OIG Hotline, you help us safeguard taxpayer dollars and ensure the success of 
our oversight efforts. 

Who Is Protected? 
Anyone may request confidentiality.  The Privacy Act, the Inspector General 
Act of 1978, and other applicable laws protect complainants.  The Inspector 
General Act states that the Inspector General shall not disclose the identity of 
an HHS employee who reports an allegation or provides information without 
the employee’s consent, unless the Inspector General determines that 
disclosure is unavoidable during the investigation.  By law, Federal employees 
may not take or threaten to take a personnel action because of 
whistleblowing or the exercise of a lawful appeal, complaint, or grievance 
right.  Non-HHS employees who report allegations may also specifically 
request confidentiality. 

https://tips.hhs.gov/
https://oig.hhs.gov/fraud/report-fraud/before-you-submit/
https://www.youtube.com/watch?v=ElR-tIcENIQ&t=3s
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Stay In Touch 
Follow HHS-OIG for up to date news and publications. 

OIGatHHS 

HHS Office of Inspector General 

Subscribe To Our Newsletter 

OIG.HHS.GOV 

Contact Us 
For specific contact information, please visit us online. 

U.S. Department of Health and Human Services 
Office of Inspector General 
Public Affairs 
330 Independence Ave., SW 
Washington, DC 20201 

Email: Public.Affairs@oig.hhs.gov 

https://cloud.connect.hhs.gov/OIG
https://oig.hhs.gov/
https://oig.hhs.gov/about-oig/contact-us/
mailto:Public.Affairs@oig.hhs.gov
https://instagram.com/oigathhs/
https://www.facebook.com/OIGatHHS/
https://www.youtube.com/user/OIGatHHS
https://twitter.com/OIGatHHS/
https://www.linkedin.com/company/hhs-office-of-the-inspector-general
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