Qualio Premier content: hardware + SaMD pathway

@ Audit-tested ) ( @ 90% pre-built: ready for tailoring by you ) ( © Built on best practice + industry expertise
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Document Control
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Records
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Controls
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Design Control
Analysis of Data
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Management Review

Nonconformance
Management
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Customer Complaints

Corrective and Preventive
Action
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Correction, and Advisory
Notices
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Validation
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Software Validation
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Software Development
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Technical Files &
Regulatory Controls
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Management
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Design Controls
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Device Master Record

Device Master Record
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Review

Design Review Record

Design Validation
Protocol

Design Validation Report

Design Verification
Protocol

Design Verification
Report
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Internal Audit Schedule
Policy

Management Review
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Management Review
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Quality Manual
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Risk Management File
Risk Management Plan
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Risk Analysis
Risk Management Report
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Australian (TGA)
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Clinical Evaluation
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Design History File
Design Risk Analysis
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End-of-Life Notification
Equipment List
Equipment Record

Feedback Form

Field Safety Corrective
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Health Hazard Evaluation
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Label Specification
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Documentation
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Product Requirements
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Part Specification
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Report

Process Validation
Protocol
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Record
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Quality Objectives
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Qualio Validation
Document

Regulatory Document
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Research Protocol
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Training Record
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User Requirement
Validation Protocol
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Work Order

« Corrective and Preventive Action
 Internal Audit Report

« Nonconformance Report
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« Change Request

« Complaint
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« Extension Request

» Supplier Corrective Action Record
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