SOLUTION BRIEF Model N regulatory compliance suite

Ensure accurate

government reporting,
pricing compliance,
and risk reduction

Government pricing rules are complex, evolve frequently, and pose serious financial

and reputational risks. The Model N regulatory compliance suite helps pharmaceutical
manufacturers meet complex reporting requirements, adapt to evolving legislation like the
Inflation Reduction Act (IRA), and avoid penalties capped at nearly $1.5 million per year.

From accurate pricing to generating

compliant reports, Model N delivers the The complete toolkit for meeting government

insight and efficiency your team needs — pricing and reporting obligations

on time, every time — so you can focus ; ;
Y y The Model N regulatory compliance suite reduces the

on achieving strategic growth rather . . .
complexity of government regulations, transforming

than chasing down lost revenue. . . : .
compliance from a risk-heavy chore into a streamlined,

With Model N, organizations gain reliable workflow. Core capabilities include:
roactive control over compliance . . .
P P - Government pricing — Produce accurate, compliant
processes and stay ahead of regulatory : . .
price calculations by automating complex rules

changes by leveraging automated and updates.

updates and real-time analytics. The -
- Government reporting — Package and submit prices

suite’s integrated platform reduces _
to government programs correctly and on time.

operational burden, keeping teams
aligned and empowered to navigate - Medicaid — Minimize risk of overpayments with

complex government requirements accurate and efficient Medicaid claims processing.

without disruption.

"Centers for Medicare and Medicaid Services. “Audits and penalties.”
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http://www.modeln.com
https://www.cms.gov/openpayments/program-participants/reporting-entities/audits-and-penalties
https://www.cms.gov/openpayments/program-participants/reporting-entities/audits-and-penalties?utm_source=chatgpt.com
https://www.modeln.com/state-of-revenue-report-2025/
https://www.cms.gov/openpayments/program-participants/reporting-entities/audits-and-penalties?utm_source=chatgpt.com

SOLUTION BRIEF Model N regulatory compliance suite

Without a comprehensive solution, your
business may face these challenges:

Model N

With Model N, compliance is assured,
revenue is protected, and your brand
keeps its sterling reputation.

Calculation errors

Manual rebate and price calculations lead
to discrepancies in average manufacturer price
(AMP), best price (BP), and others.

Information silos

Lack of visibility causes misalignment between
commercial and government price
management processes.

Missed deadlines

Delays in gathering and validating data result in

late Medicaid and Medicare submissions and fines.

Regulatory gaps

Failure to keep up with government programs’
changing requirements risks substantial non-
compliance penalties.

Operational burden

Staff spend excessive time reconciling claims,
tracking rule changes, and fixing reporting errors.
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Accurate calculations

The flexible formula builder calculates prices
using preconfigured or model price types,
ensuring no errors.

Centralized control

One-stop platform configures data for accurate,
reproducible, and auditable government pricing.

Timely reporting

Automated report generation ensures monthly
and quarterly submissions meet every deadline.

Regulatory updates

Medicaid and other government program guidance
is applied via regulatory update packs, keeping
all pricing and reporting rules current.

Risk reduction

Built-in audit trails, reproducibility, and automated
alerts ensure compliance, protecting brand equity
and avoiding fines.


http://www.modeln.com
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Boost accuracy, speed, and insight with advanced capabilities

@ State Price Transparency Management: @ Ngage: Create role-specific prompts, tips,
Auto-generate reports to efficiently comply and alerts that streamline onboarding,
with state-specific rules, timelines, and formats. reinforce best practices, and prevent errors.

@ Medicaid Invoice Retrieval: Save time, improve @ Discount Reallocation Management:
accuracy, and reduce risk with automated invoice Confidently execute complex contracting
and claim collection from state portals. strategies and remain compliant with mandates

f I les.
@ Data nSights: Gain nearreal-time, self-service or bundled drug sales

access to curated revenue management @ Federal Supply Schedule (FSS) Compliance:
data with prebuilt dashboards and no-code Track commercial pricing and report to the VA
analytics tools. within the required timelines if commercially

offered prices are lower than those given to
government agencies.

Set up for sustained success

Our industry experts partner with you to implement, optimize, and sustain compliance operations at every
stage. From navigating evolving requirements and meeting government pricing obligations to simplifying
reporting and accelerating Model N adoption, our add-on services lighten the load on your internal teams
and help you capture the full value of your Model N solution.

Why Model N regulatory compliance suite?

With automated calculations, real-time updates, and built-in audit trails, you can minimize risk
of non-compliance and protect your revenue.

Schedule a demo

Discover how our regulatory compliance suite delivers unparalleled

visibility and control over your compliance processes.
modeln.com
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