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As the landscape of transparency reporting continues to evolve, manufacturers must be more vigilant than ever
in navigating federal and state-specific compliance requirements. At the heart of this is a strong, standardized
process for collecting, analyzing, and reporting data tied to healthcare professional (HCP) and healthcare
organization (HCO) interactions.

Why It Matters

States are enforcing more granular reporting requirements, adding complexity beyond the federal mandates
reported in Open Payments. Noncompliance does not just result in fines—it can trigger significant legal risks of
fraud and abuse. Companies must implement a proactive, meticulous approach to transparency.

Step 1: Identify Reportable Activities & Recipients

Create a detailed checklist of reportable activities including those associated with clinical research,

commercial activities, medical affairs, and sample distributions.

Determine whether activities are managed internally or through vendors.

Define reportable recipients for both federal and state definitions, which may include:
o Physicians, nurse practitioners, pharmacists, veterinarians, registered nurses, physician assistants, etc.
o Hospitals, clinics, teaching institutions
© Members of formulary or regulatory boards

Step 2: Clarify Reporting Requirements
* Harmonize data collection across all requirements to minimize gaps or overlaps.
* Understand nuanced rules for different states, such as separate reports, or combined reports for items like:
o Spend and transfers of value
o Samples
o Coupons or vouchers
o Co-pay cards
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* Watch out for:
o Changes in product pricing or packaging during a calendar year
o Differences in sample valuation based on timing and packaging

Step 3: Ensure Data Accuracy and Stewardship
* Data mapping is essential: clearly define required, optional, and conditional fields.
* Implement system checks for:
o Missing or malformed fields
o Duplicate transactions
o Out-of-territory interactions
* Engage data stewards to manage exception reporting and data messaging.

Step 4: Address Legal and Operational Considerations

e Standardize definitions for marketing, educational, and sample materials.

* Track and document complex items such as:
o Opt-outs, no-shows, and non-HCP attendees at events
o Whether the “paid date” or “event date” is used for reporting
o Sample delivery date or date of request for transactions spanning into a new year

* Stay ahead of:
o State-imposed meal limits and banned gifts
o Licensing and registration requirements for sales representatives and Medical Science Liaisons (MSLs)
o Mid-year business changes such as new product launches or mergers

The Devil Is in the Details

From documenting transfers of value to tracking WAC price fluctuations to confirming state-specific recipient
eligibility, precision matters. Companies must build a robust compliance framework that can adapt to shifting
regulatory expectations—and do so with documentation that supports every decision.
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