
Medical CE & FDA Technical Compliance Register: Export Control and Trade

Compliance Policy Statement

DEVICE IDENTIFICATION

This document establishes the formal Export Control and Trade Compliance

Policy Statement for the [Manufacturer Name] platform. It serves as the

authoritative reference for all international distribution, end-user verification,

and technology transfer activities associated with this medical aesthetic device.

The policy is designed to ensure full adherence to applicable multilateral export

control regimes, including but not limited to the Wassenaar Arrangement, the

European Union Dual-Use Regulation, and the United States Export

Administration Regulations (EAR), as well as all applicable sanctions and

embargoes administered by the Office of Foreign Assets Control (OFAC). This

statement is a binding component of the device's technical file and is subject to

periodic audit by the manufacturer's compliance office.



INTERNAL HARDWARE TOPOLOGY

From a compliance perspective, the device is classified as a dual-use item under

relevant control lists due to its high-precision optical energy delivery system

and advanced thermal management architecture. The internal hardware

topology includes a high-efficiency diode laser stack, a fiber-coupled optical

transmission path, and a proprietary sapphire-based cooling engine. Each

critical component is assigned a unique export control classification number

(ECCN) based on its performance parameters, including wavelength, power

output, and pulse duration. The system firmware incorporates geo-fencing and

tamper-detection protocols that are activated upon export to jurisdictions

requiring additional end-use monitoring. The manufacturer maintains a

comprehensive component-level Bill of Materials (BOM) with export control

attributes for every subassembly.



EPIDERMAL PROTECTION MECHANISMS

In the context of export compliance, epidermal protection mechanisms refer to

the administrative and technical safeguards that prevent unauthorized

diversion or misuse of the device. These include mandatory end-user

certificates, non-transferable license agreements, and factory-installed

software locks that restrict operational parameters to clinically approved ranges.

The device's smart interface logs all treatment sessions and operator

credentials, creating a tamper-evident audit trail that can be provided to

regulatory authorities upon request. Physical security features, such as locked

handpiece connectors and encrypted communication between the console and

disposable components, further mitigate the risk of unauthorized replication or

modification.

TREATMENT ADVANTAGES

Adherence to this policy provides significant advantages for clinics and

distributors operating in regulated markets. It ensures uninterrupted access to

the device's full clinical capabilities, as only compliant partners receive software

updates and new indication clearances. It also protects the clinic's investment

by mitigating the risk of seizure, fines, or reputational damage associated with



non-compliant trade. Furthermore, the policy facilitates streamlined customs

clearance through pre-validated export documentation and harmonized

system (HS) code classification, reducing delays and demurrage costs.

Ultimately, this compliance framework is a prerequisite for maintaining the

device's medical CE mark and FDA 510(k) clearance in good standing.

SPECIFICATION MATRIX

The following matrix summarizes the key regulatory and technical parameters

that govern the export classification and trade compliance status of the device.

These specifications are verified annually by the manufacturer's regulatory

affairs department and are subject to change based on updates to international

control lists.

Parameter Specification

Export Control Classification Number

(ECCN)

6A005 / 3A001 (as applicable to laser

components)

HS Code (Harmonized System) 9018.90.90 - Medical, surgical, dental

or veterinary devices

Controlled Technology High-power diode laser stacks,

fiber-coupled optics, TEC cooling

firmware



End-User Screening Mandatory against Consolidated

Screening List (CSL), OFAC SDN, EU

Sanctions

Record Retention Period Minimum 5 years from date of export

Compliance Program Export Management and Compliance

Program (EMCP) per BIS guidelines

REGULATORY COMPLIANCE

The device is manufactured in a facility certified to ISO 13485:2016 and is

subject to the Quality Management System (QMS) procedures that govern

export control. The manufacturer maintains an active Export Management and

Compliance Program (EMCP) that includes regular training for all relevant

personnel, automated screening of all transactions against consolidated

screening lists, and detailed record-keeping for a minimum of five years. The

device complies with the EU Medical Device Regulation (MDR 2017/745) and

holds a valid CE certificate issued by a Notified Body. For the United States

market, the device is cleared under a FDA 510(k) premarket notification. The

manufacturer is registered with the FDA as a device establishment and complies

with all applicable labeling and reporting requirements. Additionally, the device

meets the requirements of the Restriction of Hazardous Substances (RoHS)



Directive and the Waste Electrical and Electronic Equipment (WEEE) Directive.


