
In today’s stringent regulatory landscape, the stakes for medical device
manufacturers have never been higher. According to the FDA’s 2023 Data
Dashboard, over 60% of warning letters issued to medical device companies
were linked to quality system deficiencies particularly around Corrective and
Preventive Actions (CAPA). With ISO 13485 and FDA 21 CFR Part 820
requirements becoming more rigorously enforced, companies that rely on
manual systems or disconnected tools are at serious risk.

That’s where medical device CAPA software like CAPA Manager becomes
mission-critical. Not only does it support quality improvement efforts, but it
also ensures you’re always ready for audits internal or external.

Here Are 8 Compelling Audit Benefits of Using CAPA Tools

1. Complete Traceability Across the CAPA Lifecycle
Auditors want to see evidence. CAPA Manager automatically tracks every step
from issue identification to verification of effectiveness ensuring that all
activities are logged, time-stamped, and easily traceable.

2. Automated Workflow Compliance
CAPA Manager’s built-in workflows such as 8D, A3, DMAIC, and PDCA ensure
your process aligns with industry standards. This reduces audit preparation
time and demonstrates adherence to global compliance requirements like ISO
13485 and FDA 21 CFR Part 11.
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3. Centralized, Cloud-Based Documentation
No more scrambling for paper records or digging through disconnected folders. With all
documents, investigations, approvals, and CAPA reports stored in one secure platform, your
audit documentation is always a click away globally accessible and version-controlled.

4. Real-Time Dashboards & Audit-Ready Reports
CAPA Manager provides real-time insights into open actions, overdue items, and status
updates. During an audit, these dashboards provide instant visual proof of your organization’s
control over its quality processes.

5. Root Cause Analysis Tools Built-In
Auditors often dig into how effectively your team identifies root causes. CAPA Manager
features 5 Whys, Fishbone Diagrams, and risk metrices, making root cause documentation
clear, structured, and aligned with regulatory expectations.

6. Systematic Risk Prioritization
CAPA Manager helps teams prioritize high-risk issues using automated scoring and
categorization. This level of risk-based thinking satisfies both FDA expectations and ISO’s risk
management focus under Clause 4.1.2 of ISO 13485.

7. Reduced Human Error & Audit Findings
By automating task assignments, alerts, deadlines, and escalation paths, CAPA software in
medical industry reduces the likelihood of human error one of the most common root causes
of audit findings.

8. Faster, Stress-Free Audit Preparation
Instead of manually assembling audit evidence at the last minute, CAPA Manager ensures
you're always audit-ready. Whether it's a surprise FDA visit or a planned third-party
certification audit, your data is current, compliant, and organized.

Ready to Future-Proof Your Medical Device Audits?
At Adaptive BMS, we believe compliance shouldn’t be a burden it should be a strength. With
CAPA Manager, your medical device teams get an intuitive, automated platform built
specifically to meet the demands of regulated industries. From robust root cause analysis to
fully traceable corrective actions, our system keeps you compliant, connected, and audit-
ready always.
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Try CAPA Manager today!

Simply create a free CAPA Manager evaluation account to get started.

Free version - Pharma CAPA
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