Smarteeva

Color-coded change tracking across every record in the system. See what changed,

when, by whom, and why. Single-screen review of all related record modifications.

100% Color 21 CFR Single

KEY FEATURES

Every Change Tracked, Every Audit Simplified

Smarteeva’s Audit Trail records every modification across every record type in the system. Color-coded visual cues make it
immediately clear what was added, changed, or removed. Reviewers can acknowledge and verify changes from a single screen.
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Color-Coded Changes Unified Record Viewing

Visual cues for immediate understanding of record modifications. See changes across the current record and all related records from one
Inserts, updates, and deletions are visually distinct at a glance. screen. No clicking through multiple pages.
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Smart Data Decisions Comprehensive Coverage

Configure which data changes matter for your organization. Review Unlimited tracking across all data types. Every field, every object, every
meaningful changes, not noise. modification captured.
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Audit Readiness Without the Scramble

When auditors arrive, the worst outcome is not having answers. Smarteeva’s Audit Trail means every question about who

changed what and when has an immediate, verifiable answer.

Time Savings Regulatory Adherence

Reduce hours spent on data research during audits. Meet 21 CFR Part 11 and EU MDR requirements for electronic
Dashboards show record states at any point in time. records and audit trails.

Cost-Effective Simple Adoption

Lower upfront costs. No costly upgrades or maintenance for Built on Salesforce. Rapid setup and integration into your
audit compliance. existing environment.

Acknowledge & Verify Any Device Access

Reviewers can formally acknowledge changes within the Review audit trails from anywhere. Desktop, tablet, or phone.

system, creating a compliance record.

Built on Salesforce, Built for Compliance

Because Smarteeva runs natively on Salesforce, the audit trail inherits enterprise-grade security, role-based access controls, and field-level

encryption. No bolt-on audit module.

21 CFR Part 11 EU MDR Ready SOC 2 Type Il

35% 70% 96% 50K+

of FDA MDRs filed Faster complaint First-pass extraction Users across
through Smarteeva resolution accuracy 80+ countries
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USE CASES

How Teams Use This

FDA Audit Response

Pull complete change history for any complaint, adverse event, or
regulatory submission within seconds.

CAPA Documentation

Full traceability from the original complaint through every investigation
step to corrective action.

Why Companies Choose Smarteeva

0,

Built on Salesforce Al That’s Auditable
100% native. Enterprise security. Every Al decision has a traceable
Integrates with your CRM. audit trail.

See Smarteeva

Internal Quality Reviews

Track who modified risk scores, complaint codes, or investigation
conclusions and when.

Training & Accountability

See exactly what each team member modified, supporting training needs
and process improvement.

Connected by Design Any Size, Any Market

All modules share one data model. 10-person startup to global top 100.

30 minutes. Your use cases, your data, your regulatory markets. A live walkthrough configured for your team.

Book a Demo -



https://smarteeva.com/
https://mdrengine.com/
https://medtechrecalls.com/
https://calendly.com/jaime-castillo-smarteeva

