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EXECUTIVE SUMMARY

This document serves as the definitive technical reference for the Quality

Performance Metrics (KPI) Monthly Dashboard, a proprietary software

intelligence layer engineered for the VelaCore Aesthetic Platform. This

dashboard transcends traditional treatment logging to offer a comprehensive,

real-time clinical governance framework. Designed for medical spas,

dermatology clinics, and multi-center aesthetic groups, the system transforms

raw device operational data into actionable performance intelligence. By

integrating patient outcome metrics, device efficacy parameters, and

operational efficiency indicators, this dashboard enables clinicians to optimize

treatment protocols, demonstrate regulatory compliance, and maximize return

on asset investment with unprecedented precision.



CLINICAL ARCHITECTURE & DESIGN

The dashboard architecture is built on a secure, HIPAA-compliant data

aggregation engine that interfaces directly with the VelaCore device's internal

treatment registers. It utilizes a three-tier data processing pipeline: Data

Acquisition (extracting pulse-by-pulse energy delivery, cooling efficiency, and

treatment duration), Data Normalization (standardizing inputs against

established clinical benchmarks and skin type classifications), and Analytics

Presentation (visualizing KPIs in an intuitive, configurable interface). The system

employs advanced algorithms to calculate critical metrics such as Average

Fluence Accuracy (deviation from setpoint), Thermal Cooldown Recovery Time,

and Patient Treatment Cycle Consistency. This architecture ensures that data

fidelity is maintained, allowing for precise trend analysis and predictive

maintenance alerts, thereby reducing unplanned downtime and ensuring



consistent treatment outcomes.

KEY INDICATIONS & CAPABILITIES

The Quality Performance Metrics Dashboard is indicated for clinical quality

assurance and operational management. Its core capabilities include: (1)

Real-time monitoring of device performance against pre-set quality thresholds,

flagging deviations in fluence, pulse width, or cooling plate temperature that

could affect treatment safety or efficacy. (2) Generation of automated treatment

summary reports for electronic health records (EHR) integration, documenting

delivered energy per session. (3) Comprehensive analysis of treatment efficacy

by skin type (Fitzpatrick Scale I-VI), allowing for refinement of clinic-specific

protocol settings. (4) Tracking of consumable usage (e.g., laser diode hours,

cooling cartridge status) to facilitate proactive maintenance scheduling.

Furthermore, the dashboard offers a patient engagement module, providing

outcome projections based on historical treatment data, which assists clinicians

in managing patient expectations and improving satisfaction scores.

COMPLIANCE & STANDARDS

The Quality Performance Metrics Dashboard is designed to meet the stringent

requirements of medical device quality systems. The underlying software and



data handling protocols are validated in accordance with IEC 62304 (Medical

Device Software Lifecycle Processes) and ensure compliance with FDA 21 CFR

Part 11 for electronic records and signatures. The dashboard supports clinics in

their accreditation efforts with organizations such as AAAASF and Joint

Commission by providing auditable, tamper-evident logs of device usage and

performance. Data privacy is paramount, with all patient data being

anonymized and encrypted both at rest and in transit, aligning with GDPR and

HIPAA guidelines. This comprehensive compliance framework positions the

dashboard not just as a performance tool, but as a critical component of a

clinic's risk management and quality governance strategy.

TECHNICAL SPECIFICATIONS

SYSTEM PERFORMANCE METRICS

- Reporting Period: Monthly (configurable to daily, weekly, or custom date

ranges)

- Data Update Frequency: Real-time (sub-second latency) from device to

dashboard

- Data Storage Retention: Minimum 7 years (standard compliant with medical

record retention laws)

- Key Performance Indicators (KPIs): Fluence Accuracy, Pulse Width Stability,

Cooling Efficiency, Treatment Throughput, Patient Fit Rate (energy delivered vs.



prescribed), Device Uptime, Consumable Lifecycle.

- Supported Integration Protocols: HL7 FHIR, DICOM (for imaging integration),

REST API for third-party EHR/EMR systems.

Parameter Specification

Display Resolution 1920 x 1080 pixels (Full HD)

Connectivity Ethernet (10/100/1000 BASE-T), Wi-Fi

6 (802.11ax), Bluetooth 5.2

Data Export Formats CSV, XLSX, PDF (with digital signature

support)

Storage Capacity 1 TB SSD (Raid 1 configuration)

User Access Levels Administrator, Clinician, Technician,

Viewer

Operating System Hardened Linux (based on Yocto

Project)

Security Features AES-256 Encryption, TLS 1.3,

Two-Factor Authentication (2FA)

CLINICAL PROTOCOLS

Standardized clinical protocols have been developed to leverage the



dashboard's full capabilities. The recommended workflow involves a

pre-treatment system calibration check, where the dashboard confirms the

device is operating within acceptable tolerance ranges. During treatment, the

'Live Performance' view allows the clinician to monitor energy delivery in

real-time against the established patient profile. Post-treatment, the dashboard

automatically generates a session report, which is compared against the

patient's historical data to track progress and trend efficacy. For clinics, the

'Monthly Quality Review' protocol dictates a comprehensive audit of all device

KPIs. This review identifies trends in performance degradation, if any, and

schedules proactive maintenance. It also benchmarks the clinic's performance

against anonymized aggregate data from the broader OEM network, providing

a competitive quality index that drives continuous improvement in patient care

and operational excellence.


