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EXECUTIVE SUMMARY

This document serves as the official clinical and technical datasheet for the
Management Review Minutes Redacted Excerpt, a premium aesthetic platform
engineered for the definitive clearance of unwanted hair and the treatment of
benign pigmented lesions. The architecture is founded on the principle of
selective photothermolysis, utilizing a patented multi-wavelength diode laser
stack to deliver controlled photothermal injury to targeted chromophores while
preserving the surrounding dermis. This excerpt from our internal management
review provides a comprehensive overview of device performance metrics,
clinical validation protocols, and operational standards for deployment in
high-return med spa and dermatology clinic environments. The platform
integrates a dynamic high-speed scanning system with an advanced
sapphire-tip epidermal cooling mechanism, ensuring a consistent balance
between clinical efficacy and patient comfort. This document details the
engineering philosophy, treatment parameters, and compliance benchmarks

that define the device as a strategic asset for modern aesthetic practice.



CLINICAL ARCHITECTURE & DESIGN

The Management Review Minutes Redacted Excerpt is engineered around a
robust, modular laser engine that supports configurable emission profiles
optimized for a broad spectrum of skin phototypes (Fitzpatrick Skin Types I-VI).
The core optical source comprises a high-density array of laser diodes,
configured to emit at synergistic wavelengths, including 755nm, 808nm, and
1064nm, allowing clinicians to tailor energy delivery to specific anatomical
treatment zones and hair pigment densities. The system is built upon a
decentralized power architecture that ensures energy stability and consistent
pulse-to-pulse energy delivery, which is critical for predictable clinical
outcomes. The smart thermal management subsystem employs a combination

of a closed-loop water circuit, thermoelectric cooling (TEC), and forced air



convection to maintain the laser diode array at optimal operating temperatures,
thereby extending component lifespan and ensuring operational reliability. The
user interface, a high-resolution 15-inch touchscreen, runs on a proprietary
embedded software platform that features intuitive preset protocols for various
skin types and treatment indications, reducing the learning curve for clinical

operators while maintaining the granularity needed for advanced practitioners.

KEY INDICATIONS & CAPABILITIES

The platform is clinically indicated for permanent hair reduction across all
anatomical areas, including the face, legs, arms, underarms, and bikini line.
Additionally, it offers a secondary modality for the effective treatment of benign
pigmented lesions, such as solar lentigines, and vascular lesions. The handpiece
integrates a contact cooling technology via a precision-machined sapphire
window that operates at a consistent temperature range, providing continuous
protection to the epidermis from thermal injury. The Intelligent Feedback
System (IFS) continuously monitors tissue impedance and skin contact to
dynamically adjust fluence, ensuring that energy is only emitted when safe
contact and optimal energy transfer conditions are met. This feature, coupled
with a stackable pulse delivery mechanism, allows for rapid treatment of large
surface areas with minimal patient discomfort, enhancing operational

throughput and practice efficiency. The device supports multiple operational



modes, including Single Pulse, SHR (Super Hair Removal), and HR (Hair
Reduction), enabling practitioners to choose the most appropriate energy

delivery strategy for each treatment session.

COMPLIANCE & STANDARDS

The Management Review Minutes Redacted Excerpt is designed and
manufactured in full compliance with international medical device standards
and regulations. It holds a valid CE marking under the Medical Device
Regulation (MDR) and has received 510(k) clearance from the U.S. Food and
Drug Administration (FDA) for the indications of permanent hair reduction. The
device adheres to IEC 60825-1 safety requirements for laser products,
classifying it as a Class 4 laser system with appropriate safety interlocks and key
controls. The internal manufacturing facility is certified under 1ISO 13485:2016
for the design, development, and production of medical devices, ensuring
traceability and quality assurance at every stage of production. This excerpt
confirms that the device has passed stringent electromagnetic compatibility
(EMC) testing and electrical safety standards as per IEC 60601 series,
guaranteeing reliable operation within a clinical environment without

interference.

TECHNICAL SPECIFICATIONS



Parameter Specification

Laser Type / Wavelength Triple-Wavelength  Diode:  755nm,
808nm, 1064nm

Spot Size Standard: 15 mm x 15 mm (225 mm?2),

Optional: 10 mm x 10 mm

Fluence (Energy Density)

Up to 120 J/cm?2 (per pulse) / SHR

mode: Up to 30 J/cm?

Cooling System

Advanced TEC + Sapphire Tip +

Closed-Loop Water & Forced Air

Pulse Width / Repetition Rate

Adjustable: 10 ms — 400 ms / Up to 10

Hz

Power Input

AC 220-240V, 50/60Hz, 15A / AC

110-120V, 50/60Hz, 30A

Dimensions (W x D x H)

System: 45 cm x 60 cm x 110 cm /

Handpiece: 2.5 cm x5 cm x 15 cm

Weight

System: 65 kg (143 Ibs) / Handpiece:

350 g (0.77 Ibs)

CLINICAL PROTOCOLS




For initial treatment settings and guidance, the following protocol matrix serves
as a baseline for clinical application. It should be noted that treatment
parameters should be adjusted based on individual patient response, skin type,
and hair texture. The system's advanced software allows for custom parameter

storage and retrieval, facilitating a personalized treatment regimen for each

patient.




