Medical CE & FDA Technical Compliance Register: Material Conflict-Free
Sourcing Declaration

CLINICAL SAFETY POSITIONING

The Material Conflict-Free Sourcing Declaration represents a foundational
compliance instrument within the manufacturer's quality management system,
affirming that all metallic and mineral components integrated into the aesthetic
device platform are sourced, processed, and documented in strict adherence to
internationally recognized conflict-free mineral regulations. This declaration
encompasses the full supply chain traceability framework governing the
procurement of tantalum, tin, tungsten, gold, and cobalt, ensuring that no raw
materials or finished sub-assemblies originate from regions or supply routes

implicated in the financing of armed conflict or human rights abuses.

For the clinical end-user operating within dermatology, med spa, or hospital
environments, this declaration serves as an assurance that the device hardware
— from optical bench components and chassis assemblies to handpiece
connectors and electronic control modules—has been vetted through a due
diligence process aligned with the OECD Due Diligence Guidance for
Responsible Supply Chains of Minerals from Conflict-Affected and High-Risk
Areas. The declaration is not merely a procurement formality but a critical

risk-management artifact that supports the clinic's own ESG and regulatory



audit readiness.

TEMPERATURE MONITORING CAPABILITIES

The Material Conflict-Free Sourcing Declaration integrates seamlessly with the
device's broader regulatory dossier, including electromagnetic compatibility
reports, biocompatibility assessments for patient-contacting materials, and
laser safety classification certificates. Each production batch is cross-referenced
against a Supplier Declaration of Conformity registry, which is maintained
under document control procedures consistent with 1ISO 13485:2016 clause

424,

The declaration further supports temperature monitoring and thermal safety

claims by confirming that temperature sensors, thermistors, and cooling circuit



metals are free from undocumented alloy substitutions that could alter thermal
conductivity or biocompatibility profiles. This traceability ensures that the
sapphire cooling tip interface, TEC modules, and water-cooling channels
perform within validated thermal parameters without risk of material

non-conformance.

PREMIUM COMPONENT ASSEMBLY

All premium component assemblies, including the laser bar arrays, optical
fibers, handpiece housing, and electronic control boards, are subject to
incoming inspection protocols that verify material composition certificates
against the conflict-free sourcing declaration. The manufacturer maintains a
Conflict Minerals Policy that is reviewed annually by the regulatory affairs and
supply chain compliance teams. This policy requires all tier-one and tier-two
suppliers to submit an annual CMRT (Conflict Minerals Reporting Template) or

equivalent declaration, which is archived for a minimum of ten years.

In the event of a supplier change or process alteration, a delta-qualification
procedure is triggered to re-verify material provenance and update the
declaration. This ensures that the device platform remains continuously
compliant with U.S. Dodd-Frank Section 1502, EU Regulation 2017/821, and

applicable medical device directives including MDR 2017/745.



DETAILED PARAMETERS

The following parameter register summarizes the core compliance and

traceability specifications associated with the Material Conflict-Free Sourcing

Declaration for this aesthetic device platform.

Parameter

Specification

Declaration Scope

Tantalum, Tin, Tungsten, Gold, Cobalt

Regulatory Alignment

Dodd-Frank  Section 1502, EU
2017/821, OECD Due Diligence

Guidance

Supplier Verification

Annual CMRT submission and

tier-one/tier-two audit

Document Retention

Minimum 10 years under ISO 13485

document control

Traceability Level

Batch-level cross-reference to Supplier

Declaration of Conformity

Review Cycle

Annual policy review and
delta-qualification ~ upon  supplier

change

Quality System Integration

ISO 13485:2016 clause 4.24 and




technical file inclusion

MEDICAL CERTIFICATIONS

The Material Conflict-Free Sourcing Declaration is maintained as part of the
technical file and is made available to notified bodies, competent authorities,
and clinical customers upon request. It supports the following certifications and
regulatory submissions: CE marking under MDR 2017/745, FDA 510(k)
clearance documentation, ISO 13485:2016 quality management system
certification, and ISO 14001 environmental management alignment. The
declaration is reviewed under the manufacturer's document control system and

is subject to internal audit at least annually.

CLINICAL ENVIRONMENT

Within the clinical environment, the Material Conflict-Free Sourcing Declaration
reinforces the device's suitability for use in environmentally conscious and
socially responsible healthcare facilities. It provides clinic owners, procurement
officers, and compliance managers with documentary evidence that the
aesthetic platform aligns with green procurement policies and ethical sourcing

commitments. This is particularly relevant for med spa chains, hospital networks,




and dermatology practices that are subject to ESG reporting requirements or
that voluntarily adhere to sustainability frameworks. The declaration also

supports the clinic's ability to respond to patient and stakeholder inquiries

regarding the ethical provenance of medical equipment.




