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Why Does HRSA Conduct 340B Audits?

To prevent diversion 

and duplicate discounts

To ensure covered entities 

are compliant with 340B 

statute and guidelines

To ensure duplicate 

discounts are not 

occurring 



HRSA audits are performed by the Bizzell Group on 
behalf of the Office of Pharmacy Affairs (OPA)

Audits can be on-site or virtual

HRSA is averaging 55-day notice period

Who Conducts the Audits?



HRSA Audit Basics 

• About 200 Audits each year 
– ~80% Hospital,15% FQHC, 3% STD, & 2% RW

• Risk-based audits begin after 15 months 

in the Program 

• Adverse findings may result in MFR 

repayments or termination 

from Program
– Audit results published on OPA website:

https://www.hrsa.gov/opa/program-integrity 

https://www.hrsa.gov/opa/program-integrity
https://www.hrsa.gov/opa/program-integrity
https://www.hrsa.gov/opa/program-integrity


HRSA Audit Results 2020-2025

CE Type 2020 2021 2022 2023 2024 2025 Total

FQHC 30 33 34 22 18 1 138 (15%)

Hospital 160 158 160 139 128 5 750 (80%)

Other Grantee 3 1 2 6 (1%)

Ryan White 1 6 2 6 2 17 (2%)

STD 6 3 3 7 5 24 (3%)

Grand Total 200 200 200 174 155 6 935



Audit notification 

letter sent to the 

Authorizing 

Official (AO) 

and 

Primary Contact

Includes Data 

Request List (DRL) 

and 

pre-audit 

questionnaire

Entity must 
confirm audit date 

and 
begin collecting 

documents

The Audit Notification Process



1. Patient eligibility documentation

2. Provider list and credentialing info

Data Request List (DRL) Overview

3. Pharmacy services contracts

5. Inventory and replenishment documentation

4. Policies and procedures 



Review and organize DRL materials early

Ensure P&Ps are up to date and reflect current practice

Preparing for an Audit

Verify pharmacy and provider contracts

Conduct a mock audit if possible

Maintain clear records of 340B eligibility and purchases



What Happens During the Audit?

Verify pharmacy and provider contracts



HRSA FINAL REPORT EMAIL

•Sent to AO and PC

•May go to Spam or Junk 

folder

•Audit results are in the 
attached document



340B Audit Completion Letter

• Response Options

oDisagree?

▪ 30 days to respond

• Corrective Action Plan? 

o60 days to respond

▪ 6 months to implement

▪ Can use template provided, but not 
required

▪ Can request assistance from 
Apexus Answers to develop CAP

▪ HRSA must approve the CAP 
before closing the audit



Diversion: dispensing 340B drugs to ineligible 

patients

Duplicate discounts: Medicaid billing errors

Common Audit Findings

Missing/incomplete policies and procedures

Non-compliance with contract pharmacy oversight 

requirements



FY 2024 HRSA Audit Trends

155 Audits Completed, 45 Reports Pending 
• 62 CEs with No Findings
• 32 CEs had Repayments



STD & RW HRSA Audit Findings: 2020-2025





•HRSA issues a final audit report

•Entity has 60 days to submit a Corrective 
Action Plan (CAP)

•CAP must address each finding with timelines 
and process changes

•HRSA monitors and must approve the CAP 

before closing the audit

Responding to Audit Findings



Best Practices to Avoid Findings

Conduct regular 

internal reviews

Use external 

consultants for 

mock audits

Keep documentation 

organized and readily 
accessible

Train staff on 

340B compliance 

roles

Use a robust 

split-billing 

software system



Eligibility documentation (patients, providers)

Purchase and inventory record

Key Documentation to Maintain

Contracts with pharmacies and TPAs

Policies and procedures (reviewed at least annually)

Medicaid exclusion files



HRSA 340B Program Integrity Page

Mock audit checklist

Helpful Resources

Sample DRL

Contact info for assistance 

Apexus Answers
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