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Executive Summary

Ensuring the safety and quality of pharmaceuticals remains a core public health priority.
Global supply chains will only become increasingly complex. Appropriate oversight
mechanisms can identify and mitigate risks to protect patient safety. Rx-360, a nonprofit
third-party audit provider (Joint Audit Program®) and global pharmaceutical supply
chain consortium, plays a critical role in protecting patient safety by providing
independent, standardized supplier audits that enhance transparency, reduce
duplication, and strengthen regulatory compliance. Policymakers should recognize and
encourage the use of independent third-party audits within FDA-regulated supplier
qualification programs.



The Challenge: Increasing Supply Chain Risk

Modern pharmaceutical manufacturing depends on a highly globalized, multi-tiered
supply chain involving:

e Active pharmaceutical ingredient (APl) manufacturers

¢ Raw material, packaging, IT, and excipient suppliers

e Contract manufacturers and packaging providers

e Third-party logistics providers (e.g., specialized transportation)

This complexity introduces risks such as:

e Contamination or adulteration of materials

¢ Inconsistent quality standards across regions

e Limited visibility into upstream suppliers

e Resource constraints for regulators to inspect all facilities
e Loss, theft, and corruption

While the FDA conducts inspections, it does not audit every entity participating in the
manufacturing and distribution of pharmaceutical products and, thus, cannot mitigate all
the risks. Manufacturers are therefore responsible for supplier qualification—but many
face duplication, inefficiency, and inconsistent audit quality.

The Role of Rx-360 and Third-Party Auditing

Rx-360 and the Joint Audit Program operate as a nonprofit, licensable audit platform,
enabling pharmaceutical manufacturers and partners to access high-quality,
standardized audits of suppliers worldwide.

Rx-360's Key Contributions to Patient Safety

1. Independent and Objective Oversight

Third-party auditors provide unbiased assessments of supplier quality systems
and practices.



¢ Removes potential conflicts of interest inherent in self-auditing or
commercially driven audits
e Ensures findings are based solely on quality and compliance standards

This independence directly supports objective risk identification and mitigation.

. Standardization of Audit Quality

Rx-360 utilizes consistent audit frameworks and guidelines, reducing variability
across audits.

e Harmonized audit criteria improve comparability across suppliers
e Promotes alignment with FDA expectations and global standards

This leads to more reliable supplier qualification decisions across the industry.
. Expanded Global Coverage

Through licensable audits, Rx-360 enables broader oversight of geographically
dispersed suppliers.

¢ Improves visibility into high-risk regions
e Enhances monitoring of upstream supply chain nodes

This strengthens end-to-end supply chain integrity.

. Reduction of Redundant Audits

Without licensable audits, suppliers may undergo dozens of similar inspections by
different manufacturers/customers.

e Third-party audits reduce duplication, lowering burden on suppliers
e Allows resources to be redirected toward higher-risk areas

This improves efficiency without compromising quality oversight.
. Early Risk Identification and Prevention

Centralized audit data enables identification of:



e Recurring quality issues
e Emerging risk trends across suppliers

This supports a preventive, rather than reactive, approach to protecting patient
safety.

Preventing the Use of Unfair Practices Across the
Pharmaceutical Supply Chain

An often overlooked but critical benefit of nonprofit third-party auditing is its role in
mitigating possible effects of disproportionate commercial pressure.

When a main stakeholder in a supplier qualification process is also the auditor:

e Audit findings may be leveraged during quality agreement or pricing negotiations
e Entities may face imbalanced power dynamics, especially smaller organizations

This can discourage transparency or full disclosure of risks.

The Rx-360 Solution

As an independent, nonprofit entity:

e Rx-360 audits are decoupled from commercial negotiations
e Audit results are shared in a structured, controlled manner
e Supply chain participants are evaluated consistently, not selectively

Rx-360's role fosters:

e Greater trust and transparency
e More accurate reporting of quality issues
¢ A healthier, more collaborative supply ecosystem

Why Legislative Recognition Matters
1. Enhancing Regulatory Efficiency



Encouraging the use of qualified third-party audits can:

Complement FDA inspection capacity

Enable risk-based prioritization of regulatory resources

2. Promoting Industry-Wide Quality Standards

Support for third-party audits helps:

Drive adoption of harmonized global standards
Reduce variability in supplier qualification practices

3. Strengthening Supply Chain Resilience

Legislative acknowledgment can:

Encourage broader participation in collaborative audit programs
Expand visibility into critical supply chain nodes

4. Supporting Fair and Transparent Supplier Relationships

Recognizing nonprofit third-party audits:

Helps ensure audit findings are used for quality improvement—not leverage
Promotes equitable treatment of supply chain participants

Policy Considerations

Legislators may consider:

Encouraging (not mandating) the use of third-party audits within FDA-regulated
supplier qualification frameworks

Recognizing third-party audits as a complementary tool in guidance or policy
discussions

Supporting initiatives that promote standardization and data sharing in
pharmaceutical quality oversight

Reinforcing principles that ensure audit findings are used appropriately and
ethically



Conclusion

Rx-360 and other similar nonprofit and select for-profit third-party audit organizations
are essential to modern pharmaceutical quality systems. By delivering independent,
standardized, and efficient supplier oversight, they play a vital role in safeguarding
patient health, working to ensure that FDA-regulated medications have the intended
impact and do not cause harm.

At the same time, they help create a fairer and more transparent supply chain,
protecting suppliers while improving collaboration across the industry.

Encouraging the integration of third-party audits into supplier qualification practices
represents a pragmatic, scalable step toward stronger patient safety and supply chain
resilience.

Learn More & Contact
Web
LinkedIn

Contact:

Katie Battista, Senior Director of Marketing and Solutions
kbattista@rx-360.org

(267) 210-6369



https://rx-360.org/
https://www.linkedin.com/company/rx-360
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