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l. Introduction

l. Introduction

Purpose of This Guide

As the Inflation Reduction Act (IRA) and HRSA’s 340B Rebate Model Pilot Program move
toward full implementation on January 1, 2026, covered entities are preparing for one of the
most significant operational transitions in the history of the 340B Program. These two federal
initiatives will overlap for the first time, introducing new reimbursement methods, data-
reporting requirements, and financial-flow considerations for pharmacies and health-
system leaders.

This guide was developed by Virtue 340B to help covered entities:

e Understand the final IRA Maximum Fair Price (MFP) framework and HRSA’s 340B
Rebate Model requirements;

e Evaluate readiness and cash-flow impact using practical checklists and modeling
tools; and

¢ Implement policies and data controls to maintain compliance and financial stability.

Our goal is to distill complex federal guidance into actionable steps that enable covered
entities to protect program integrity, sustain operations, and support patient care through
informed, transparent decision-making.

Who Should Use This Guide
This guide is intended for 340B leaders and cross-functional stakeholders, including:

e Executive and Compliance Leaders responsible for organizational oversight and
HRSA policy alignment.

¢ Pharmacy and Program Managers overseeing daily dispensing, accumulation, and
data submission.

« Finance and Revenue Cycle Teams modeling the fiscal impact of MFP pricing and
rebate reimbursement.

e IT and TPA Partners supporting claim-level data accuracy, security, and Beacon
platform connectivity.

Because each organization’s payer mix, contract-pharmacy use, and pharmacy ownership
model differ, collaboration across these teams is essential.

Virtue 340B



l. Introduction

Effective Date and Context

The first negotiated Maximum Fair Prices (MFPs) for Medicare Part D drugs will take effect on
January 1, 2026, expanding to additional Part B and Part D drugs in subsequent years.
At the same time, HRSA will implement the 340B Rebate Model Pilot Program, allowing
manufacturers to issue retrospective rebates to covered entities in place of traditional
upfront discounts for certain drugs that overlap with MFP pricing.

Together, these two changes create a dual-model environment — one where some 340B
transactions will follow the traditional discount model, while others will transition to a rebate
framework. Covered entities must therefore prepare for new data submission, cash-flow,
and reconciliation processes while maintaining core program compliance.

Virtue 340B’s Role

As an independent audit and consulting partner, Virtue 340B supports covered entities in
navigating these changes with integrity, transparency, and collaboration. Our team provides
educational briefings, policy and procedure guidance, and data-driven impact modeling to
help organizations make informed decisions about participation in the rebate pilot and
ongoing IRA readiness.

We believe compliance and sustainability go hand in hand — and that education is the
foundation of both. This guide represents our commitment to equipping 340B covered
entities with the knowledge and tools needed to adapt to the next era of 340B program
evolution.

Virtue 340B
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ll. Understanding the New 340B Landscape

A. The Inflation Reduction Act (IRA) and Maximum Fair Price (MFP)
Overview and Intent

The Inflation Reduction Act of 2022 (IRA) establishes a framework that allows the federal
government to negotiate drug prices for certain high-spend, single-source drugs covered
under Medicare. The objective is to reduce prescription drug spending and lower beneficiary
out-of-pocket costs.

Key Facts and Timeline

e January 1, 2026: First 10 Part D drugs subject to Maximum Fair Price (MFP)
negotiation.

e January 1, 2027: Expanded Part D list.

e January 1, 2028: Part B drugs begin inclusion.

e 2029 and beyond: Up to 20 additional drugs per year.

o Eligibility: High-cost, single-source drugs (= 7 years post-approval for small-
molecule; = 11 years for biologics).

CMS will publish updated lists annually. The current Medicare Drug Price Negotiation
Selected Drug List is available here.

Operational Implications for 340B Covered Entities

Pharmacies will essentially maintain their existing workflows, but reimbursement will
change:

e Claims billed to Medicare Part D will be adjudicated at the new MFP rate—on
average, ~60 percent below today’s reimbursement levels.

e Manufacturers will issue MFP rebates to pharmacies (typically within 7-14 days) to
offset the difference between the drug acquisition cost and the lower MFP
reimbursement.

e MFP rebates will not apply to 340B-priced prescriptions, requiring clear
deduplication between MFP and 340B transactions.

Duplicate discounts remain strictly prohibited. Covered entities must ensure their systems
and vendors can flag, segment, and exclude any claim that could trigger both an MFP rebate
and a 340B discount or rebate.

Virtue 340B
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B. The 340B Rebate Model Pilot Program
Purpose and Background

On August 1, 2025, HRSA announced the 340B Rebate Model Pilot Program, which allows
participating manufacturers to meet their 340B pricing obligations through retrospective
rebates rather than upfront discounts.

As of October 2025, eight manufacturers have received HRSA approval to participate,
covering selected drugs that also appear on CMS’s MFP list.

How the Rebate Model Works
Covered entities will:
e Purchase at WAC via their existing 340B wholesaler account for all in-scope drugs.

e Submit claim-level data through the Beacon Channel Management Platform—the
exclusive HRSA-approved system for rebate processing.

e Receive rebate payments (equal to WAC minus the 340B ceiling price) within 10
calendar days of valid data submission.

Data Submission Requirements: Covered entities must submit claims within 45 days of
dispensing and include 11 required data elements (for pharmacy and clinic-administered
settings), as follows:

Pharmacy Claims Data Fields Medical Claims Data Fields

Date of Service

Date of Service

Date Prescribed

Claim Line Number

Rx number Claim Number

Fillnumber Unit of Measure
NDC-11 NDC-11
Quantity Dispensed Quantity

Prescriber ID

Rendering Physician ID

Service Provider ID

Service Provider ID

340B ID 340B ID
RX BIN Health Plan Name
RX PCN Health Plan ID

Group Number ID (optional)

Health Plan ID Qualifier (optional)

HCPCS Code (optional)

HCPCS Modifiers (Up to 4) (optional)

Virtue 340B
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C. How the IRA and Rebate Model Intersect

The 340B rebate model was developed to prevent duplicate discounts between MFP and
340B transactions.

Key intersections include:
e Shared Drug List: Drugs subject to MFP are also eligible for the 340B rebate pilot.

« Rebate Priority: If a prescription qualifies for both programs, the 340B rebate takes
precedence over the MFP rebate.

e Dual-Model Environment: Entities will simultaneously manage (1) traditional 340B
discount purchases and (2) rebate-based transactions for MFP drugs.

+ Financial Impact: Because rebates are paid after purchase, entities must plan for
short-term cash-flow pressure and closely monitor payment timeliness.

D. Early Lessons and Stakeholder Perspectives
Feedback from early participants and industry forums underscores several themes:

e Covered Entities: Preparedness varies widely; smaller entities express concern
about cash reserves and Beacon reporting capacity.

e Manufacturers: View the rebate model as a compliance solution to MFP and
Medicaid deduplication.

e Vendors and TPAs: Rapidly adapting interfaces to meet new claim submission
formats.

o HRSA: Emphasizes that participation is voluntary for manufacturers but required for
covered entities seeking 340B pricing on impacted drugs.

Virtue 340B
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lll. What These Changes Mean for 340B Covered Entities

The intersection of the IRA’s Maximum Fair Price (MFP) provisions and HRSA’s 340B Rebate
Model Pilot Program will alter how covered entities manage reimbursement, cash flow, and
compliance. Beginning January 2026, every organization that dispenses or administers MFP-
listed drugs will operate within a dual-model environment—one combining the traditional
340B discount structure and a new rebate-based framework.

A. Scope of Impact

Virtually all 340B covered entity types will experience some degree of impact under the new
Maximum Fair Price (MFP) and 340B rebate policies. The magnitude will depend on each
organization’s structure, payer mix, and pharmacy operations.

These changes collectively shift the 340B benefit from an upfront discount model to a
delayed rebate model, accompanied by reduced reimbursement for prescriptions covered
by Medicare Part D. The result is increased cash-flow pressure, administrative complexity,
and operational risk across the covered entity landscape.

To prepare, all covered entities—hospitals, grantees, and others—should focus on:

¢ Financial planning: Build reserves to offset upfront WAC purchasing and model
delayed rebate inflows.

e Operationalreadiness: Confirm Beacon registration and submission capability, and
ensure internal workflows support accurate and timely submission of rebate
requests.

e Rebate tracking: Track rebate status, act on denials, and reconcile rebate payments
to maintain transparency and minimize financial impact.

e Data and system integration: Verify TPA and rebate platform connectivity to
maintain traceability from dispense to claim.

e Governance and contracts: Review pharmacy agreements and internal 340B
policies to ensure alignment with both discount and rebate participation models.

e Analytics and forecasting: Identify which dispensing channels and MFP-eligible
drugs drive the greatest exposure and integrate those findings into budget projections
and strategic planning.

Virtue 340B
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The entity-owned or in-house pharmacy setting is not a separate point ofimpact but rather
the operational site where these policy changes are executed. These pharmacies will often:

e Conduct WAC purchases and manage inventory under new timing constraints.

e Maintain claim-level accuracy to meet audit standards.

e Collaborate closely with finance and compliance teams to ensure timely
reimbursement and reporting consistency.

The contract pharmacy setting represents a distinct operational model through which the
covered entity experiences impact. Although MFP rebates may flow to the dispensing
pharmacy, 340B rebates will flow directly to the covered entity. Effective coordination is
essential:

e Confirm that TPAs, pharmacies, and rebate platforms can exchange data seamlessly
to support eligibility validation.

e Ensure contract terms specify clear remittance timing and data-sharing
responsibilities.

e Reassess whether administrative complexity, cash-flow delay, and manufacturer
requirements justify maintaining, scaling, or modifying contract pharmacy
arrangements.

Overall, the combined effect of MFP and 340B rebate policies requires covered entities to
modernize their data infrastructure, strengthen financial resilience, and realign their
dispensing strategies to sustain compliance and access in a rebate-based environment.

Key Distinction:

Prescriptions billed to Medicare Part D for MFP drugs cannot receive both an MFP rebate and
a 340B discount. Covered entities must determine—per claim—which model provides the
best financial and compliance outcome.

Virtue 340B
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B. Differences by Operational Model
In each of the operational settings below, covered entities must purchase MFP drugs at

WAC and are responsible for submitting and reconciling rebates.

Operational Model Primary Impact Readiness Focus

. . . . Verify MTF/Beacon registration;
Entities must determine which claims . o oo
In-House ) . automate claim submission within 45
for MFP drugs will be submitted for the .
Pharmacy days; establish 10-day payment

MFP rebate or the 340B rebate. ]
tracking.

Dependent on vendor systems and
TPA data exchange. Entities to review

. . . |Obtain vendor attestations of rebate
Contract impacted drugs to determine potential . . ] )

. . capability; test data integrity; review
Pharmacy exclusions of transactions that may .
per-claim fee structures.

result in financial loss or are at high
risk of rebate denials.

Clinician- . . Map infusion/clinic sites; confirm EHR
Newly included in the rebate model—

often not captured through TPAs. . )
Drugs required 11 data fields.

Administered and billing systems can generate the

C. Timing and Transition

Phase Key Milestones Covered Entity Actions
Late 2025 - HRSA approves manufacturer plans; |Educate staff; identify MFP drugs
Preparation Beacon registration opens. dispensed; enroll in MTF and Beacon.

Submit claims to Beacon within 45

days; monitor rebate payments within
January 1, 2026 - |10 Part D drugs under the MFP and
10 days. Prevent rebate requests for

Go Live rebate model begin. . )
transactions already fulfilled at 340B
pricing.
. ) Refine reconciliation process; validate
Mid-2026 - HRSA evaluates pilot performance and | . . o
oL . . financial assumptions; update policies
Optimization possible manufacturer additions.

as needed.

Virtue 340B
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Rebate Timelines:
e Entities have 45 days from dispense to submit rebate data.
¢ Manufacturers must pay valid rebates within 10 days of receipt.

e Covered entities should track exceptions and report delays to HRSA via Beacon
support.

D. Key Considerations for Covered Entities
1. Financial Planning
¢ Model cash-flow impact of WAC purchasing and delayed rebate receipts.
e Establish a short-term reserve fund to offset timing gaps.

o Integrate rebate tracking into accounting systems to ensure deposits match
submissions.

2. Compliance & Data Management
e Strengthen deduplication controls between MFP and 340B claims.

e Review and understand the terms and conditions of Beacon registration with
internal legal counsel and senior leadership.

o Verify all required data fields are captured for Beacon submission.

¢ Maintain detailed documentation of rebate submissions and payments for audit
support.

3. Vendor & Partner Coordination
e Confirm Beacon and MTF enrollment for each dispensing site.
e Require written vendor readiness statements and conduct test uploads.
o Update Business Associate Agreements (BAAs) to cover rebate data exchanges.
E. Early Strategic Decisions
Covered entities should use Q4 2025 to align leadership on the following questions:

e Which drugs dispensed by our organization are included on the MFP and HRSA-
approved rebate lists?

e Are our systems capable of timely, accurate claim submission through Beacon?

e How will rebate proceeds be tracked, reconciled, and reported internally?

Virtue 340B
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IV. Assessing Organizational Readiness

With the IRA Maximum Fair Price (MFP) and HRSA 340B Rebate Model Pilot Program
launching January 1, 2026, covered entities must assess whether their infrastructure can
support dual-model operations.

Readiness is not only a compliance issue — it’s an operational imperative. The goal is to
ensure your organization can purchase at WAC, submit complete claim data through Beacon
within 45 days, and reconcile rebate payments within 10 days while maintaining compliance
integrity.
This section includes two tools:

1. A Self-Assessment Checklist to identify readiness gaps; and

2. Leadership Discussion Questions to align teams on priorities and next steps.

A. Self-Assessment Checklist

To help organizations evaluate their preparedness for the IRA Maximum Fair Price (MFP) and
340B Rebate Model Pilot Program, Virtue 340B has developed a structured Self-
Assessment Checklist included as Attachment A to this guide.

The checklist is designed to guide covered entities through a comprehensive readiness
review across the functional areas most critical to successful implementation — including
pharmacy operations, vendor and data integration, cash-flow planning, policy updates,
compliance oversight, staff training, and audit preparedness.

Readers should use the checklist to identify readiness gaps and prioritize next steps in
preparation for January 1, 2026, go-live. Any item marked as “Not Started” or “In Progress”
should be addressed as a priority before the implementation date to ensure systems,
policies, and resources are aligned for compliance and operational success.

Virtue 340B recommends reviewing and updating the checklist regularly throughout Q4 2025
and the early months of 2026 to monitor progress and maintain accountability across
pharmacy, finance, compliance, and IT teams.

B. Key Questions for Leadership Discussion
Program Scope & Readiness

e Have we identified every transaction in the scope of the MFP and 340B Rebate
policies? Considering all drugs dispensed or administered within our network?

e Do we understand which manufacturers’ rebate programs apply to those drugs?

e Is ourBeacon registration and connectivity testing completed for all sites?

Virtue 340B
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Financial Management

e How much working capital do we need to absorb up-front WAC purchases?

e Whatreporting cadence will finance use to monitor rebate receipt and aging?

e How will rebates be reconciled in the general ledger and reported to leadership?
Compliance & Oversight

e Who owns responsibility for deduplication monitoring and HRSA correspondence?

e Are we prepared to produce claim-level documentation if HRSA or a manufacturer
requests verification?

e DoourTPAs and BAAs explicitly cover rebate data exchanges and privacy obligations?
Billing and Compliance Considerations

e How will Medicaid billing be managed for rebate-eligible drugs if the entity is carved
in? Consider how reimbursement and 340B modifier reporting will be affected when
the 340B ceiling price is no longer available at the time of purchase.

e Howwill patient assistance programs that currently rely on 340B acquisition costs be
adjusted once those discounts are accessible only through post-purchase rebates?

Virtue 340B Insight:

Establish a cross-functional “IRA & Rebate Readiness Team” with representatives from
pharmacy, finance, compliance, and IT. Meeting weekly through go-live will keep timelines
on track and improve accountability.

C. Integrating Readiness into Daily Operations
To embed preparedness into routine workflows:

e Add Beacon submission and rebate reconciliation as recurring agenda items in
monthly 340B governance meetings.

e Include rebate tracking within quarterly self-audits and internal monitoring reports.

e Establish a standing communication channel with TPAs and wholesalers for issue
escalation.

e Schedule a mock Beacon submission exercise by December 2025 to test real-time
readiness.

Virtue 340B
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V. Compliance & Operational Requirements
The concurrent launch of the IRA Maximum Fair Price (MFP) provisions and HRSA’s 340B
Rebate Model Pilot Program introduces a new compliance framework for covered entities.

While the traditional 340B discount model remains in place, rebate-eligible transactions
require a separate set of enrollment, reporting, and documentation controls.

This section summarizes the primary compliance expectations and operational procedures
now confirmed by HRSA and the Beacon Channel Management platform.

A. Registration, Sign-Up, and Reporting
1. Enrollment Requirements

Before January 1, 2026, each covered entity participating in either the MFP or 340B Rebate
Model must confirm registration and data access across three platforms:

¢ Medicare Transaction Facilitator (MTF):

o Entity-owned or in-house pharmacies must enroll to receive MFP rebates for
Medicare Part D claims.

o Enrollment requires validation of pharmacy identifiers (NPI, NCPDP, Tax ID)
and will be available through CMS before go-live.

o Beacon Rebate Model Platform:

o HRSA has designated Beacon Channel Management as the exclusive data
platform for rebate submission and payment.

o Each covered entity must complete a distinct registration (separate from 340B
ESP) and verify:

= Legal entity and 340B ID information
= Authorized contacts and ACH banking details for rebate deposits
= System access for all participating pharmacy and clinic locations

o Before completing registration on the Beacon platform, review the platform’s
terms and conditions with senior leadership and internal legal counsel to
confirm the organization is comfortable with the data-sharing, privacy, and
liability provisions associated with rebate claim submissions.

o OPAIS Verification:

o Confirm that entity details in the Office of Pharmacy Affairs Information
System (OPAIS) match registration data in Beacon and MTF to avoid claim
denials or delayed payments.

Virtue 340B



V. Compliance & Operational Requirements

2. Data Submission and Reporting Standards

To receive rebate payments, covered entities must submit complete claim-level data
through Beacon within 45 calendar days of the dispense or administration date.

Each submission must include the 11 required data fields for validation and rebate
calculation:

Pharmacy Claims Data Fields Medical Claims Data Fields

Date of Service

Date of Service

Date Prescribed

Claim Line Number

Rx number Claim Number

Fillnumber Unit of Measure
NDC-11 NDC-11
Quantity Dispensed Quantity

Prescriber ID

Rendering Physician ID

Service Provider ID

Service Provider ID

340B ID 340B ID
RX BIN Health Plan Name
RX PCN Health Plan ID

Group Number ID (optional)

Health Plan ID Qualifier (optional)

HCPCS Code (optional)
HCPCS Modifiers (Up to 4) (optional)

After submission, manufacturers must issue rebates within 10 calendar days of claim
approval. Covered entities should track confirmations, payments, and any denials through
Beacon’s dashboard or exportable reconciliation files.

I, Compliance Reminder:

Only valid WAC purchases for drugs listed on the HRSA-approved rebate manufacturer plans
qualify for payment. Duplicate discounts—where an MFP and 340B rebate apply to the same
prescription—must be actively prevented through system or manual review controls.

B. Policy and Procedure Updates

The rebate model requires covered entities to update internal 340B policies to reflect new
operational and compliance processes. Revisions should address the following areas:

o Eligibility Determination:

o Define how the entity identifies which prescriptions or administrations qualify
for 340B discounts, MFP rebates, or 340B rebates.

e Purchasing & Billing:

o Outline how WAC purchases are recorded and how pricing is reconciled once
rebates are received.

Virtue 340B
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o For rebate-eligible drugs, ceiling prices may no longer appear on wholesaler
platforms—policies must specify how pricing data from OPAIS will be
accessed and used for validation.

e Deduplication Controls:

o Document processes or software logic that segregate MFP and 340B claims to
prevent dual rebates or discounts.

o Data Submission & Reconciliation:

o Establish internal deadlines for data uploads (e.g., weekly) and assign
responsibility for monitoring rebate payments, denials, and exceptions.

e Audit Documentation & Retention:

o Maintain claim submissions, payment confirmations, and denial
correspondence for at least five years.

o HRSA and manufacturers may request verification at any time.
C. Communication with Vendors and TPAs

Success under the rebate model depends on strong coordination with third-party partners.
Covered entities should proactively validate that all vendors are prepared to meet HRSA and
Beacon standards.

1. Vendor Readiness Verification

e Obtain written confirmation from TPAs that they can generate Beacon-compatible
files and separate rebate-eligible from traditional 340B claims.

e Confirm the vendor’s ability to capture all 11 data elements and support retail and/or
clinician-administered claims, and require documentation of internal testing.

2. Data Privacy & Security

e Review Business Associate Agreements (BAAs) to ensure rebate-related data
exchanges are explicitly covered.

o Verify encryption standards and access controls for claim-level data transmitted
through Beacon.

3. Ongoing Monitoring & Issue Resolution
¢ Schedule monthly reconciliation for rebate submissions and payments received.

e Maintain a “Rebate Issue Log” for any delayed or denied claims and follow up
promptly with manufacturers or HRSA.

o Evaluate vendor performance quarterly and address deficiencies through corrective-
action plans or contract amendments.

Virtue 340B



VI. Evaluating the Financial Impact

VI. Evaluating the Financial Impact
The launch of the IRA Maximum Fair Price (MFP) and 340B Rebate Model represents a
fundamental shift in how covered entities manage and measure 340B savings.

Beginning January 2026, most covered entities will face higher up-front purchase costs (at
WAC) and delayed reimbursement through rebates.

To navigate this change confidently, Virtue 340B has developed the MFP-340B Rebate
Workbook (Attachment B) to help organizations modelthe impact of these policies on drug-
level margins, cash flow, and overall program sustainability.

The workbook is designed for leadership, finance, and pharmacy teams to evaluate where
participationin the 340B Rebate Model or maintaining MFP Rebate submissions provides the
more substantial financial return.

It also serves as an ongoing reference tool for quarterly updates as new manufacturers and
drugs are added to HRSA'’s pilot.

A. Financial Modeling Overview

The MFP-340B Rebate Workbook enables covered entities to make data-driven decisions
by addressing four key questions:

1. When should a drug be excluded from 340B participation?

1. Compare the estimated 340B ceiling price against the MFP reimbursement to
determine whether remaining in 340B or defaulting to the MFP rebate yields a
higher net benefit.

2. Whatis the financial impact of purchasing at WAC?

1. Assess short-term cash-flow requirements and quantify the additional up-
front expense compared with historic 340B acquisition costs.

3. How do reimbursement changes vary across Medicare Part D plans?

1. Reference the built-in listing of Part D BIN and PCN identifiers to examine how
negotiated reimbursements today may differ among plans that process MFP
drugs.

4. What is the overall reimbursement shift?

1. Estimate the change in gross-to-net revenue by comparing historical 340B
reimbursement to modeled MFP and rebate scenarios.

Virtue 340B



VI. Evaluating the Financial Impact

Virtue 340B Insight:

This workbook can also serve as a client support tool—Virtue 340B can assist covered
entities by helping populate data, validate assumptions, and provide estimated 340B cost
calculations when reliable sources exist.

B. Virtue 340B MFP-340B Rebate Workbook (Attachment B)
Workbook Structure
The workbook contains four core tabs:

Workbook Tab Purpose User Action

Compares the estimated 340B ceiling
1. MFP vs. 340B price and the MFP reimbursement to
Comparison identify which is more financially

Input drug NDC, 340B ceiling price,
and MFP reimbursement; review

calculated net difference.
advantageous for each NDC.

. ) Enter the total units purchased to view
2. WAC Impact Quantifies the effect of purchasing at

. . ] the additional cash requirement and
Calculator WAC instead of the 340B ceiling price.

the timing of rebate recovery.

Reference tool listing national Part D

3. Medicare Part D |plan identifiers to aid in Use as a lookup reference when
Plans (BIN/PCN) |reimbursement analysis and claim reconciling MFP-eligible prescriptions.
mapping.

. . . Enter average reimbursement by NDC
. Estimates reimbursement shifts across . . .
4. Reimbursement . and Medicare D dispensing volumes;
. payers and drugs to project program- .

Change Analysis . o review the summary dashboard for
wide margin impact. . .

total financial change.

How to Use the Workbook
1. Gatherrecent drug utilization and reimbursement data (minimum 3 months).
2. Populate the input fields for the NDCs affected by the MFP or 340B rebate.

3. Review the calculated net benefit columns to determine whether the 340B rebate or
MFP rebate is more advantageous.

4. Use results to guide decisions on inclusion/exclusion from 340B capture and to
inform financial planning.

5. Revisit the model quarterly to update quantities and pricing as HRSA and
manufacturers expand participation.
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VI. Evaluating the Financial Impact

Outputs and Insights
e Projected net savings or loss by NDC and manufacturer.
o Estimated cash-flow requirement to cover WAC purchases pending rebate payment.
e Visual summary of reimbursement changes by payer type.

C. Key Drivers of Financial Impact

Driver What to Evaluate Potential Mitigation

Drug Mix & Payer High Medicare Part D volume = greater|ldentify the top 10 NDCs by cost;
Distribution MFP exposure. focus the pilot on those first.

Timing of Rebate Late manufacturer payments extend |Monitor 10-day payment status;

Payments cash deficits. escalate delays to Beacon/HRSA.

. Data errors or submission delays Implement weekly reconciliation and
Rebate Denial Rates ) ) )

reduce realized savings. error correction.

Administrative Additional staff time for submissions |Allocate resources or contract
Workload and tracking. temporary support during Q1 2026.
Vendor Fee TPAs may adjust fees for Beacon Re-negotiate contract terms to align
Structures integration. fees with rebate volume.

D. Monitoring and Reconciliation

Once live, establish a continuous monitoring cycle:
¢ Weekly: Confirm rebate submission status and payment receipt through Beacon.
e Monthly: Reconcile payments to claims; log any denials or delays.

¢ Quarterly: Review variance reports with finance and compliance; adjust forecast
assumptions.

Virtue 340B Best Practice:

Treat the first two quarters of 2026 as a pilot accounting period. Track every rebate claim
end-to-end to validate workflow efficiency and net savings accuracy.

Virtue 340B
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VII. Decision Framework for Covered Entities

The MFP-340B Rebate Workbook (Attachment B) is designed to help covered entities
perform detailed financial comparisons between the 340B and MFP rebate models on a
drug-by-drug basis.

The analysis performed using this workbook provides the data foundation needed to make
informed participation decisions for January 2026 and beyond.

Covered entities should use their completed analysis to guide internal discussions and
determine which approach is most advantageous operationally and financially.

This process will help leadership identify:
e Which NDCs should remain under the 340B rebate model,
e Which drugs are better suited for the MFP rebate path, and

e Where exclusions from 340B capture may be appropriate based on readiness, vendor
capability, and financial return.

These decisions should be reviewed with finance, pharmacy, and compliance leadership,
documented for audit transparency, and revisited quarterly as HRSA expands manufacturer
participation and rebate processes mature.

Implementation Focus

With less than two months before implementation, covered entities should focus on
completing Beacon and MTF registration, validating data submission readiness, and
finalizing participation decisions informed by the Attachment B analysis. Ensure policies,
financial reserves, and staff workflows are aligned to manage WAC purchasing and timely
rebate submissions beginning January 1, 2026.
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VIIl. Resources and References

The following curated list includes the most essential federal, industry, and Virtue 340B
resources for understanding and implementing the IRA Maximum Fair Price (MFP) and 340B
Rebate Model Pilot Program.

Each resource is annotated with a short description of its relevance and application.
Federal Guidance and Regulatory Sources

1. HRSA -340B Rebate Model Pilot Program (FAQs & Overview)

a. Official HRSA resource describing the pilot’s purpose, data submission
requirements, and participation timelines. Includes frequently asked
questions and updates on manufacturer enrollment.

2. HRSA - 340B Rebate Model Pilot Program Notice (Federal Register, August 1,
2025)

a. Outlines the voluntary pilot program structure, manufacturer application
process, and data submission criteria. Serves as the definitive policy reference
for rebate operations.

3. Centers for Medicare & Medicaid Services (CMS) - Medicare Drug Price
Negotiation Selected Drug List

a. Lists all drugs subject to the Maximum Fair Price (MFP) negotiation for 2026—-
2027. Covered entities should reference this list to determine affected NDCs.

4. Inflation Reduction Act of 2022 — Drug Price Negotiation Provisions

a. Legislative text establishing CMS authority for drug price negotiation and
defining criteria for MFP-eligible drugs under Medicare.

Virtue 340B Tools and Templates
1. Virtue 340B MFP-340B Rebate Workbook

a. Includes baseline data templates, rebate impact calculators, and scenario
comparison worksheets to model projected savings under MFP and rebate
policies (referenced in Section V).

2. Virtue 340B Self-Assessment Checklist

a. Structured tool to assess readiness across operations, finance, and
compliance (referenced in Section IV). Ideal for quarterly readiness reviews
and internal audit preparation.

Virtue 340B
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IX. How Virtue 340B Can Support Your Organization

As the IRA Maximum Fair Price (MFP) and 340B Rebate Model Pilot Program take effect,
Virtue 340B remains committed to helping covered entities navigate this complex
environment with integrity, transparency, and confidence.

Our team provides targeted, practical support to ensure your organization is ready for
implementation and sustained compliance beyond January 2026.

Our Support Focus

¢ Implementation Readiness
o Assistance with final Beacon and MTF registration checks.

o Policy and procedure alignment to integrate rebate workflows, submission
timelines, and deduplication safeguards.

¢ Financial & Operational Modeling

o Use of Attachment B’s workbook and tailored analyses to evaluate the impact
of 340B rebates vs. MFP rebates.

o Guidance on managing WAC purchasing, rebate timing, and cash-flow
stability.
¢ Training & Technical Guidance

o Focused education sessions for pharmacy, finance, and compliance staff on
claim submission, reconciliation, and documentation expectations.

o Clarification of roles and communication pathways for cross-department
coordination.

e Compliance & Audit Support

o Independent policy review and mock audits to verify readiness and evidence
retention.

o Ongoing monitoring recommendations to ensure sustained compliance as
HRSA and manufacturers expand the pilot.

Our Commitment

Virtue 340B serves as a trusted, independent partner—helping covered entities implement
these changes responsibly while protecting the 340B savings that sustain patientaccess and
community care.

@1 contact.virtue@virtue340b.com \ (585) 329-0280 https://virtue340b.com/
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