
Medical CE & FDA Technical Compliance Register: RoHS and REACH

Compliance Declaration Template

CLINICAL SAFETY POSITIONING

The RoHS and REACH Compliance Declaration Template constitutes a critical

regulatory instrument within the medical aesthetic device manufacturing

ecosystem. This template establishes the formal documentation framework

required to demonstrate conformity with European Union Directive 2011/65/EU

(RoHS 2) and Regulation (EC) No 1907/2006 (REACH). For OEM manufacturers,

clinic procurement officers, and regulatory affairs professionals, this declaration

template serves as the authoritative record of material compliance across the

entire aesthetic device supply chain. The document ensures that all chassis

components, optical subsystems, handpiece assemblies, and electronic control

units remain free from restricted hazardous substances while maintaining full

traceability of Substances of Very High Concern (SVHC).



REGULATORY FRAMEWORK ARCHITECTURE

The compliance declaration template operates as a multi-tiered documentation

structure. The first tier addresses RoHS 2 compliance, covering the ten

restricted substances including Lead (Pb), Mercury (Hg), Cadmium (Cd),

Hexavalent Chromium (Cr VI), Polybrominated Biphenyls (PBB), Polybrominated

Diphenyl Ethers (PBDE), Bis(2-Ethylhexyl) Phthalate (DEHP), Butyl Benzyl

Phthalate (BBP), Dibutyl Phthalate (DBP), and Diisobutyl Phthalate (DIBP).

Maximum concentration values are strictly enforced at 0.1% by weight in

homogeneous materials, with Cadmium subject to a 0.01% threshold. The

second tier encompasses REACH Article 33 communication requirements,

mandating disclosure of any SVHC present above 0.1% weight by weight within

articles or complex objects. The template incorporates a dynamic SVHC

candidate list reference updated in accordance with ECHA publications,



currently encompassing 235 substances as of January 2025. The third tier

establishes a Declaration of Conformity (DoC) framework aligned with ISO/IEC

17050-1, ensuring legal accountability through authorized signatory

verification.

MATERIAL VERIFICATION AND SUPPLY CHAIN TRACEABILITY

The template enforces rigorous supplier engagement protocols. Each

component supplier must provide material declarations formatted to IEC 62474

standards, enabling full substance-level transparency. For high-risk

components including laser diode bars, sapphire cooling tips, optical fibers,

and PCB assemblies, the template mandates X-ray Fluorescence (XRF) screening

reports supplemented by Inductively Coupled Plasma Optical Emission

Spectrometry (ICP-OES) for precise quantification. The declaration log includes

mandatory fields for alloy composition, plating materials, solder chemistry, and

polymer additive identification. This granular approach ensures that medical

aesthetic devices maintain compliance even after component substitutions or

manufacturing process modifications. The template further provides a revision

control matrix that automatically flags any supplier change requiring

re-declaration, thereby preventing compliance drift across production batches.

TECHNICAL SPECIFICATIONS



The RoHS and REACH Compliance Declaration Template adheres to the

following technical documentation parameters:

Parameter Specification

Directive / Regulation Covered RoHS 2 (EU) 2011/65 + Amendment

(EU) 2015/863; REACH (EC) 1907/2006

Restricted Substances (RoHS) Pb, Hg, Cd, Cr VI, PBB, PBDE, DEHP,

BBP, DBP, DIBP (10 substances)

Maximum Concentration Values 0.1% by weight in homogeneous

materials (Cd: 0.01%)

SVHC Threshold (REACH) 0.1% weight by weight per article

SVHC Candidate List Reference ECHA updated list (235 substances as

of January 2025)

Material Declaration Standard IEC 62474 / IPC-1752A Class D

Verification Methods XRF screening + ICP-OES

quantification

Document Control Number Unique DCN with revision history

Declaration Validity Period 24 months from issuance or upon

supplier change

Signatory Authority Quality Manager / Regulatory Affairs

Director



Applicable Quality Standards ISO 13485:2016, FDA 21 CFR Part 820,

EU MDR 2017/745

Electronic Signature Compatibility 21 CFR Part 11 compliant platforms

supported

Languages Available English (master), with translation

templates for EU member states

Audit Cross-Reference Technical File Appendix, ISO 14971

Risk Report, ISO 10993

Biocompatibility

Distribution Format Controlled PDF / Enterprise QMS

integration

MEDICAL CERTIFICATIONS AND AUDIT READINESS

The template is structured to satisfy the documentation requirements of

Notified Bodies under EU MDR 2017/745, FDA 21 CFR Part 820 Quality System

Regulations, and ISO 13485:2016 certification audits. Each declaration section

includes cross-references to Technical File appendices, Risk Management

Reports per ISO 14971, and Biocompatibility Assessments per ISO 10993. The

template incorporates a unique declaration control number, revision history

table, and validity period management system. For devices containing



electronic displays or touchscreen interfaces, additional compliance notes

address the RoHS exemption 7(c)-I for lead in glass or ceramic of electronic

components. The template also includes a REACH SVHC communication

workflow that ensures end-users receive adequate information within 45 days

of request, consistent with Article 33(2) obligations. Audit readiness is further

enhanced through an integrated checklist that verifies declaration

completeness, signatory authority, and alignment with the current ECHA

candidate list version.

CLINICAL ENVIRONMENT DEPLOYMENT

The compliance declaration template is designed for seamless integration into

clinic procurement and facility management workflows. Med spa administrators

can utilize the template as a vendor qualification instrument, requiring

prospective equipment suppliers to complete and sign the declaration prior to

purchase order issuance. The template supports both single-device

declarations and fleet-level compliance summaries for multi-room aesthetic

practices. Regulatory affairs teams may embed the declaration within the

device Technical File as evidence of conformity for CE marking and FDA 510(k)

submissions. By standardizing the declaration format, the template reduces

administrative burden, accelerates regulatory review cycles, and provides a

defensible documentation trail in the event of market surveillance authority



inquiries. The template is compatible with electronic signature platforms and

may be executed as a controlled PDF document or integrated into enterprise

quality management systems.


