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Voluntary Summary Malfunction Reporting (VMSR) Program
Action Items

Initiate VMSR Program Setup
e Action Item: Develop a VMSR Program Implementation Plan.

o Deliverable: Detailed VMSR Program Implementation Plan document, including timelines and
key milestones.

e Action Item: Define procedures and protocols for VMSR reporting.
o Deliverable: SOPs (Standard Operating Procedures) for VMSR reporting.
Data Collection and Reporting
e Action Item: Set up systems for incident data collection and aggregation.
o Deliverable: Data collection system configuration and user guide.
e Action Item: Compile and prepare summary reports of device malfunctions.

o Deliverable: Summary reports ready for submission, including a report summary and detailed
data breakdown.

Compliance and Regulatory Guidance
e Action Item: Provide guidance on VMSR regulatory requirements.
o Deliverable: Regulatory Compliance Report with guidelines and best practices.
e Action Item: Monitor and report on regulatory updates.
o Deliverable: Monthly or quarterly regulatory update briefings.
Data Analysis and Trend Identification
e Action Item: Analyze collected data for trends and patterns.
o Deliverable: Data Analysis Report highlighting key trends and potential risks.
e Action Item: Develop trend reports for internal review and regulatory submission.
o Deliverable: Trend Analysis Report with actionable insights.
Corrective and Preventive Action (CAPA) Development
e Action Item: Identify and develop CAPA measures based on data analysis.
o Deliverable: CAPA Plan detailing corrective and preventive actions.

e Action Item: Monitor CAPA effectiveness and adjust strategies.
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o Deliverable: CAPA Effectiveness Report with performance metrics and recommendations.
Training and Education
e Action Item: Create training materials on VMSR reporting procedures.
o Deliverable: Training materials and presentation slides.
e Action Item: Conduct training sessions for staff on VMSR practices.
o Deliverable: Training session reports and participant feedback forms.
Documentation and Record Keeping
e Action Item: Develop a documentation management system for VMSR.
o Deliverable: Documentation Management System setup, including record-keeping procedures.
e Action Item: Implement and maintain records of VMSR activities.
o Deliverable: Organized and accessible records of all reported incidents and actions taken.
Audit and Review Services
e Action Item: Conduct internal audits of VMSR reporting practices.
o Deliverable: Internal Audit Report with findings and recommendations.
e Action Item: Review and update VMSR reporting processes based on audit findings.
o Deliverable: Updated VMSR Reporting Procedures and Process Improvement Plan.
Regulatory Submission Support
e Action Item: Prepare regulatory submissions for VMSR reports.
o Deliverable: Completed regulatory submission documents.
e Action Item: Track submission status and manage follow-up communications.
o Deliverable: Submission Tracking Report and follow-up correspondence.
Process Improvement and Optimization
e Action Item: Evaluate current VMSR reporting processes for improvements.
o Deliverable: Process Improvement Evaluation Report.
e Action Item: Implement best practices for optimized reporting and data management.
o Deliverable: Process Improvement Implementation Plan.
Stakeholder Communication
e Action Item: Develop communication plans for stakeholders regarding VMSR activities.
o Deliverable: Stakeholder Communication Plan and templates.

e Action Item: Engage with stakeholders to ensure understanding of VMSR practices.
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o Deliverable: Stakeholder Feedback Report and engagement summary.

Risk Management Support
e Action Item: Conduct risk assessments related to device malfunctions.
o Deliverable: Risk Assessment Report with identified risks and mitigation strategies.
e Action Item: Develop risk management plans to address potential issues.
o Deliverable: Risk Management Plan with detailed action items.
Continuous Improvement Initiatives
e Action Item: Integrate feedback and refine VMSR reporting processes.
o Deliverable: Continuous Improvement Plan incorporating feedback.
e Action Item: Monitor and evaluate the effectiveness of improvement initiatives.

o Deliverable: Continuous Improvement Evaluation Report.

To avail of our professional services kindly contact hello@consultareinc.com or call 1-202-982-3002.

20240903



