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Using Ryden Al for Regulatory External
Requirements Monitoring

Ryden’s Al augments your regulatory external requirements
monitoring program to maximize compliance agility and operational
efficiency. This guide provides best practices for leveraging Ryden’s
output to continually monitor, analyze, and respond to evolving
external regulatory requirements. Developed by the Ryden
team—who collectively offer over 100+ years of experience and have
supported more than 200 external regulatory reviews and compliance
initiatives in the life science industry—this document is designed to
help your organization stay ahead of the regulatory curve.
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Why Ryden?
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Al-Driven Features Scalable, Multi-Facility Customizable for Global
We harness advanced Al, Architecture: Built with global Compliance:With Ryden, you
trained for real-time external operations in mind, our can select the lspec.;ific
regulatory gap analysis and platform delivers a regulatory bodies, industry
monitoring. Whether you're a custom-tailored monitoring stan('jards, and ext.ernal
startup preparing for market environment for organizations requirements that impact your
entry or a global enterprise spanning multiple regions and operations. Our intelligent
navigating multiple regulatory jurisdictions. Ryden’s scalable recommend.auons adapt as
landscapes, Ryden keeps you architecture ensures that each new regu!atpns emerge and
informed and proactive with user receives insights that global guidelines evolve,
continuous updates on reflect the unique regulatory ensuring your momtormg
regulatory changes. challenges of their target program remains robust and

markets relevant.

Benefits of a Ryden-Aided Regulatory External
Requirements Monitoring Program

Timely Market and Regulatory Insights

Rapid Response to New Regulations: Leverage Ryden’s real-time alerts to stay
informed of legislative amendments, updated guidance, and emerging industry
standards.

Reduced Manual Scrutiny: Automate the surveillance of external sources, saving time
compared to traditional manual monitoring while expanding your coverage scope.
Enhanced Strategic Reach: Increase the breadth of your monitoring program across
multiple jurisdictions without incurring additional costs, enabling you to address both
common and niche regulatory issues.

Comprehensive Analysis vs. Traditional Methods

100% Coverage: Unlike traditional sampling approaches, Ryden continuously analyzes
all relevant external requirements, ensuring no critical change is overlooked.
Prioritized Insights: Focus your attention on significant regulatory shifts identified
through Ryden’s gap analysis reports rather than expending resources on routine
document reviews.

Streamlined Reporting: Save time with automated reports and dashboards that distill
comprehensive external regulatory data into actionable insights for your compliance
team.



RYDEN SOLUTIONS

Proactive Compliance and Risk Management

e Continuous Validation: Regularly verify that your regulatory submissions and product
documentation align with current external requirements.

e Interdepartmental Coordination: Enable seamless collaboration among global teams
by sharing real-time insights and ensuring alignment on critical regulatory updates.

e Strategic Planning Support: Integrate Ryden’s outputs into your broader external
monitoring strategy to preemptively adjust compliance measures and enhance risk
management efforts.

Regulatory External Requirements Monitoring Planning

Organizations typically develop external monitoring plans or schedules that outline
target regulatory bodies, key external requirements, and associated risk levels. With
Ryden Al, you can:

® Rationalize Monitoring Frequency: If Ryden confirms consistent compliance with

certain regulatory areas, rationalize the frequency of intensive reviews by augmenting or
even replacing manual monitoring with regular desktop assessments.

e Assess Emerging Regulatory Demands: Use Ryden’s expanded monitoring
capabilities to review not only the well-established requirements but also emergent
guidelines or industry standards that traditionally might have been overlooked.

e Quantify Efficiency Gains: Calculate the time and resource savings achieved by
automating external monitoring, and integrate these metrics into strategic planning and
compliance reviews.

Ryden Al Currently Can:

e Track Regulatory Updates: Continuously monitor global regulatory databases,
government publications, and relevant industry sources for new or revised external
requirements.

e Conduct Impact Analysis: Generate comprehensive gap analysis reports that compare
your current compliance status against new external regulations, identifying critical
discrepancies and potential risks.

e Customize Monitoring Outputs: Tailor the monitoring results to highlight regions,
regulatory bodies, or issue areas most relevant to your organization’s strategic needs,
complete with real-time alerts and periodic summary reports.
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Ryden Al Currently Does Not:

e Replace Expert Judgement: While Ryden provides invaluable data and insights, it does
not substitute for the specialized expertise of regulatory affairs professionals who
interpret complex regulatory implications.

e Perform On-Site Assessments: Ryden does not substitute for field assessments or
direct regulatory inspections conducted by external authorities.

e Fully Automate Risk Decisions: The final risk assessment and prioritization must be
determined by your internal compliance team based on a comprehensive review of
automated data combined with contextual factors.

Best Practices and Watchouts

Verify Ryden Al Results

e Ensure Comprehensive Data Input: Verify that all pertinent external regulatory sources
are included in the Ryden system to avoid missing critical updates.

e Review Gap Analysis Reports Thoroughly: Examine the details within each report to
ensure that where Ryden flags noncompliance, the references to the relevant external
regulations are accurate.

e Consult with Regional Experts: Engage with regulatory affairs specialists to discuss
any flagged issues and determine the true impact of new regulatory changes before
formalizing corrective actions.

e Avoid Overreliance on Automation: Use Ryden’s outputs as a guide rather than a
definitive decision-making tool—contextual assessment and manual oversight remain
indispensable.

Use Ryden Al’s Output to Focus Your Monitoring

e Prioritize Follow-Up: Target regions or regulatory areas where Ryden highlights
significant gaps for deeper investigation and strategic response.

e Integrate with Existing Tools: Merge the data provided by Ryden with your current
compliance monitoring systems, ensuring a cohesive and comprehensive external
monitoring strategy.

e Document Verification Steps: Maintain clear records of how Ryden’s findings have
been validated and integrated into your overall regulatory compliance framework.
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Regulatory External Requirements Monitoring Reports
Do’s:

e Include Ryden Reports: Attach a copy of the downloaded gap analysis reports as an
appendix to your external monitoring documentation.

e Reference Al Utilization: Clearly state on monitoring reports and cover pages that
Ryden’s outputs were utilized, with verification or sign-off from your regulatory
compliance team.

e Combine Automated and Manual Insights: Use Ryden’s automated findings alongside
manual reviews to create a comprehensive and reliable view of your current external
regulatory landscape.

Don’ts:

e Do Not Rely Solely on Al Outputs: Ensure that Ryden’s findings complement, but do
not replace, the critical evaluations and insights provided by regulatory experts.

e Avoid Uncritical Acceptance of Severity Ratings: Refine the prioritization and impact
of identified regulatory gaps using your internal risk assessment processes, rather than
solely accepting the Al-generated ratings.

e Do Not Omit Human Oversight: Every opportunity or gap flagged by Ryden should be
manually validated to confirm its relevance and potential impact on your compliance
status.

External Requirements Follow-Up and Continuous
Improvement

A robust external monitoring program is essential for staying ahead of regulatory changes:

e Monitor Updates Continuously: Regularly revisit Ryden’s real-time alerts and reports
to ensure that your regulatory monitoring keeps pace with evolving external
requirements.

e Track Key Compliance Metrics: Use dashboards and automated reporting tools to
track the frequency and impact of regulatory changes on your operations, enabling early
identification of emerging risks.

e Adapt and Improve: Incorporate insights from Ryden into broader strategic reviews and
compliance initiatives, ensuring that your external monitoring processes evolve with the
regulatory landscape.
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Conclusion

Ryden Al integrates with your external regulatory documentation to empower your organization
with timely, accurate, and actionable insights. By incorporating Ryden’s detailed gap analyses
and continuous monitoring outputs into your Regulatory External Requirements Monitoring
Program, you can:

e Prepare: Rationalize monitoring intervals and adapt your compliance strategies based
on continuous Al-driven insights.

e Execute: Focus on critical external regulatory changes identified by both Ryden and
manual analyses, ensuring efficient resource utilization.

e Evolve: Regularly update your monitoring processes to meet emerging regulatory
demands and sustain proactive compliance management.

Embrace the capabilities of Ryden Al in your Regulatory External Requirements Monitoring to
streamline your compliance efforts, enhance strategic responsiveness, and maintain a
competitive edge in today’s dynamic regulatory landscape.
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