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“You are never wrong, tf you do the right thing.”



A GCA340B EDUCATIONAL WEBINAR
PRESENTERS

HRSA 340B Audits

Edward Vargas
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What Covered Entities Need to Know Before, During, Virtue 3408

and After an Audit

Mary Asuncion

Executive briefing on audit readiness, governance discipline, CPht
accountability, and 340B program integrity. 340B Audit Manager
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340B AUDIT PURPOSE

Why HRSA Audits Matter

Program
Integrity
Why HRSA Conducts Audits

P Verify compliance Continuous Compliance
WOl with 340B requirements Oversight Validation
Evaluate operational
controls
Assess program OO
Y oversight Accountability C"\% Diversion
Prevention
A L
@ Promote program
integrit
R Duplicate
Discount
Prevention

An audit evaluates the effectiveness of the covered entity’s governance, controls,

and operational practices.
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340B AUDIT SELECTION

How Covered Entities Are Selected for HRSA Audits

Selection can come through routine risk monitoring or specific triggers that warrant deeper review.

L @ Risk-Based Audits Targeted Audits @\

‘.‘.‘ All covered entity types eligible A Specific allegations
@ Higher operational complexity Manufacturer concerns
. : . '
ﬁ Multiple outpatient locations VS. ‘,‘ z WhitBhlows Seariplaiits
V4
A & 4 Contract pharmacy arrangements
|t.t Follow-up on prior findings
ﬁ’l Higher transaction volume
Y
E Corrective action validation
@ Enhanced compliance risk
% ¥, S )

C Every covered entity should assume audit readiness is a continuous responsibility.




HRSA 340B AUDIT LIFECYCLE Lifecycle view from

The HRSA Audit Lifecycle s et

sustained monitoring

The Audit Day Is Only One Step in the Process
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Audit Data Request Audit Onsite or HRSA Final Audit Corrective Continuous
Notification List Preparation Remote Audit Review Report Action Plan Monitoring
Formal notice Documents, claims, Validate controls Interviews, Evidence is Findings become Remediate root Sustain oversight
triggers response policies, and before walkthroughs, evaluated for the action causes and after
planning. records. submission. and testing. compliance. baseline. document closure. remediation.

Audit Day o Critical post-audit phases

The most significant effort often occurs after the audit concludes.
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AUDIT DATA REQUEST SCOPE .
Requested evidence
should prove both the

What HRSA Actually Requests design and execution of

340B controls.
Understanding the Scope of an Audit Data Request

o—

Eligibility
Documentation

Program Governance Operational Data

PN
g "

¢ Purchasing records

e Policies and procedures + Medicare cost reports
* OPAIS maintenance * Grant documentation * Dispensing records
« Site eligibility s Registration records  Provider information

Medicaid Billing Controls

Contract Pharmacy Oversight

¢ Agreements * Billing methodology

¢ |Internal audits z » Carve-in and carve-out controls

¢ Independent audits : + State-specific requirements

HRSA evaluates both documented policies and actual operational practices.




AUDIT COORDINATION

Building the Right Audit Team
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L34

® Pharmacy @ EXECUTIVE TAKEAWAY
[ @
Authorizing @ L) A d-t d-
Official / Compliance udit readiness

Primary Contac

is cross-functional.

O Succelssfu.l audits require
coordination across
departments.

)
D

6l
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HRSA audits evaluate

® -
Credentialing IT IIIl organizational processes,
'I not just pharmacy
l 9 operations.
Finance

Assign evidence ownership before the audit request arrives.
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POST-AUDIT DECISION PATH

What Happens If Findings Are Identified?

HRSA Final Report

l l ADVERSE FINDINGS RESPONSE WORKFLOW
4 =3 P

0 No Findings ;:‘;?;;i & i’\ 2 EB]:Q & @ (4] TC:D

Routine monitoring continues; = i s . s
e Contest Findings Corrective Action Plan Root Cause Repayment
no formal remediation path %
e W (30 days) (60 days) Analysis Assessment
is triggered.
Submit written Submit CAP outlining Identify underlying Determine repayment
\_ ) objections and corrective actions causes of the amounts, if applicable.
supporting evidence. and timelines. compliance issue.

)

¢
O 0,15 O O

Manufacturer Continuous Potential
Communication Monitoring Re-Audit
Notify manufacturers Strengthen controls and HRSA may conduct

as required. monitor for effectiveness. follow-up review.

The real work often begins after the audit is completed.




POST-AUDIT REMEDIATION BURDEN

The Hidden Cost of Audit Findings

. (@) VISIBLE ISSUE

Audit Finding The finding is visible;
; remediation work
sits below the surface.

WATERLINE

BELOW THE WATERLINE:
REMEDIATION WORKLOAD

‘ @ Root Cause Analysis _ * Policy Revisions Leadership Reporting ‘

==} =1 Tl
23 Repayment Calculations Staff Education = Follow-Up Reviews
‘ pay N : E B ‘

| | -
‘ Manufacturer Notifications | Monitoring Activities ‘ ‘ @ Re-Audit Risk ‘

Each workstream requires evidence, ownership,
documentation, and follow-through.

The operational burden of remediation often exceeds the audit itself.
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AUDIT READINESS MATURITY MODEL

Building Audit Readiness Before HRSA Calls

A practical progression from baseline compliance
to audit-ready governance discipline.

Readiness examples

Level 5: Audit

Readiness

o ---------- Level 4: Independent Reviews
o """""" Level 3: Internal Audits

Level 2: Continuous Monitoring

o """""" Level 1: Foundational Compliance

>

Provider eligibility reviews

Contract pharmacy oversight

Medicaid billing controls

Policy maintenance

Self-audits

Mock HRSA audits

©E00O0 0

MATURITY BUILDS UPWARD

C Audit readiness is not a scramble — it is the result of repeatable controls, evidence,

and governance habits.
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CLOSING SUMMARY

Key Takeaways

Three disciplines keep covered entities ready before,
during, and after HRSA review.

Understand
the Process

Focus Beyond Build Readiness
Audit Day Continuously

« _]

v —

Lk il
Know what to expect before, The most significant impacts Ongoing oversight is the
during, and after an audit. often arise from post-audit strongest defense against

remediation. audit risk.

Audit readiness is not a project—it is the outcome of effective program governance.




We're Here to Help!

Anja Wilkinson
Director of Implementation and Compliance
918.231.6358

anja.wilkinson@gca340b.com

Brandi Lawson-Garlutzo
Operations Specialist
623.229.9477

brandi.lawson-garlutzo@gca340b.com

www.gca340b.com

Knowledge Hub:
www.gca340b.com/340b-knowledge-hub
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