Medical CE & FDA Technical Compliance Register: Harmonized Standards
Assessment Template for CE

DEVICE IDENTIFICATION

The Harmonized Standards Assessment Template for CE constitutes a
structured regulatory instrument engineered to consolidate, verify, and
document the conformity of medical aesthetic devices against the applicable
European harmonized standards framework. This template functions as a
controlled assessment register for OEM manufacturers, notified bodies, and
quality assurance teams, enabling systematic mapping of device characteristics
to the essential requirements of the Medical Device Regulation (EU) 2017/745
and the associated harmonized standards published in the Official Journal of
the European Union. The device assessment platform encompasses the full
conformity assessment lifecycle, from gap analysis through technical
documentation compilation, and provides an auditable, traceable record of
standards compliance for each aesthetic device model within the

manufacturer's portfolio.



INTERNAL HARDWARE TOPOLOGY AND ASSESSMENT ARCHITECTURE

The assessment template is architected as a modular, multi-layered
documentation system. The structural foundation comprises a standards index
layer that catalogs all applicable harmonized standards, a clause-mapping layer
that correlates each standard clause to device-specific evidence, and a
verification layer that records conformity determination with cross-referenced
objective evidence. The assessment architecture accommodates the principal
standards families relevant to medical aesthetic devices, including EN 60601-1
for electrical safety, EN 60601-1-2 for electromagnetic compatibility, EN
60825-1 for laser product safety, EN ISO 13485 for quality management
systems, EN ISO 14971 for risk management, and EN ISO 10993 for biological
evaluation. The template supports parallel assessment tracks for multiple

device models, with configuration controls that preserve model-specific



parameter registers while maintaining a common standards assessment
framework. Version control and audit trail functionality are embedded at the
document architecture level to ensure traceability of all conformity

determinations.

EPIDERMAL PROTECTION MECHANISMS AND RISK CONTROL MAPPING

The template incorporates a dedicated risk control mapping module that aligns
each identified hazard associated with epidermal exposure, optical radiation,
thermal injury, and electrical safety with the corresponding harmonized
standard clause and the implemented risk control measure. This module
records the verification evidence for each control, including test reports, design
verification outputs, and clinical evaluation references. The epidermal
protection assessment section specifically addresses EN 60825-1 classification
requirements, EN 60601-1 patient leakage current limits, and EN ISO 14971
residual risk acceptability determinations. The template enforces a structured
closure logic requiring that every hazard line item possess a linked standard
reference, an implemented control, and a verified objective evidence record

prior to assessment completion.

TREATMENT ADVANTAGES AND REGULATORY VALUE PROPOSITION



The Harmonized Standards Assessment Template for CE delivers significant
operational and regulatory advantages. The structured format reduces the risk
of standards omissions by providing a pre-populated, maintained standards
catalog aligned with current harmonized standard listings. The clause-level
mapping architecture accelerates notified body technical documentation
review by presenting conformity evidence in a standardized, auditor-friendly
format. The template supports presubmission readiness assessment, enabling
manufacturers to identify conformity gaps prior to formal submission.
Documentation effort is reduced through reusable assessment modules across
device families, while audit traceability is strengthened through mandatory

objective evidence linkage for each conformity determination.

SPECIFICATION MATRIX

The assessment template is delivered as a controlled digital documentation

package with the following configuration parameters.

Parameter Specification

Document Type Controlled regulatory assessment
template

Applicable Regulation MDR (EU) 2017/745; FDA 21 CFR Part
820 cross-reference




Standards Coverage

EN 60601-1, EN 60601-1-2, EN

60825-1, EN I1SO 13485, EN ISO 14971,

EN ISO 10993

Device Classification Support

Class Illa and Class Illb medical

aesthetic devices

Assessment Architecture

Modular standards index, clause

mapping, verification layers

Traceability Control

Version control and audit trail at

document level

Risk Control Mapping

Hazard-to-standard-to-evidence

structured linkage

Delivery Format

Digital documentation package with

configuration controls

REGULATORY COMPLIANCE

The template itself is maintained under a quality management system

conforming to EN ISO 13485, with assessment content reviewed against the

current consolidated harmonized standards list published in the Official Journal

of the European Union. The assessment register supports conformity

assessment under MDR (EU) 2017/745 for Class lla and Class Ilb medical




aesthetic devices, and provides cross-reference capability to FDA 21 CFR Part
820 and 21 CFR Part 1040 requirements for dual-market device submissions. All
conformity determinations recorded within the template are subject to

documented review and approval workflows consistent with the manufacturer's

quality management system procedures.




