
Medical CE & FDA Technical Compliance Register: Declaration of Conformity

(DoC) Standard Format

CLINICAL SAFETY POSITIONING

The Declaration of Conformity (DoC) is a legally binding document by which

the manufacturer of a medical aesthetic device formally attests that the

equipment complies with all applicable regulatory requirements, including the

Medical Device Regulation (EU) 2017/745, ISO 13485:2016 quality management

standards, and relevant FDA 510(k) premarket notification requirements. As an

elite OEM manufacturer, we recognize that the DoC serves as the cornerstone

of market access, clinical trust, and post-market surveillance obligations. This

register establishes the standardized format, mandatory content, and structural

logic for the DoC accompanying every device platform, ensuring absolute

traceability from component procurement to final clinical deployment.



TEMPERATURE MONITORING CAPABILITIES

The DoC format integrates rigorous thermal safety verification protocols,

referencing IEC 60601-1 and IEC 60601-1-2 electromagnetic compatibility

standards. Each declaration must cross-reference the device's integrated

temperature monitoring subsystem, including TEC-driven sapphire cooling,

real-time thermistor feedback, and automatic shut-off thresholds. The DoC

explicitly enumerates the maximum permissible surface temperatures of all

patient-contact materials, validated through third-party laboratory testing. This

documentation ensures that the declared conformity is not merely a formality

but a clinically substantiated guarantee of epidermal safety during all treatment

modalities.

PREMIUM COMPONENT ASSEMBLY



The standardized DoC format mandates a full bill of materials traceability annex,

covering optical source assemblies, laser bars, handpiece connectors, control

board firmware versions, and sterile barrier packaging. Each component is

mapped to its respective supplier declaration and material certificate, ensuring

that the final device configuration matches the approved technical file. The DoC

shall identify the legal manufacturer, authorized representative, notified body

number, and the precise device nomenclature consistent with the EUDAMED

database and FDA product classification codes.

DETAILED PARAMETERS

The DoC format requires a comprehensive parameter register that ties every

declared specification to its corresponding test report or risk management file

entry. This includes wavelength tolerance, fluence accuracy, pulse duration

reproducibility, spot size geometry, and cooling system performance. The

parameters below represent the standardized data fields that must be

populated for every device model prior to DoC issuance.

Parameter Specification

Device Classification EU MDR Class IIb / FDA Class II

Applicable Standards ISO 13485:2016, IEC 60601-1, IEC



60601-1-2, ISO 14971

Notified Body Number e.g., 0086 (TÜV Rheinland) or

equivalent

Legal Manufacturer OEM Name and Registered Address

Authorized Representative EU Authorized Representative Details

DoC Issue Date & Revision YYYY-MM-DD / Rev. X.X

Cooling System TEC + Sapphire + Water + Wind

Software Compliance IEC 62304 Class B/C, IEC 82304-1

MEDICAL CERTIFICATIONS

The conformity assessment pathway shall be explicitly stated in the DoC,

distinguishing between self-certification under Class I, notified body

involvement under Class IIa/IIb, and FDA clearance pathways such as 510(k) or

De Novo. The document must reference the ISO 13485 certificate number, the

valid expiry date, and the scope of the quality management system. For devices

incorporating software, the DoC shall additionally declare compliance with IEC

62304 medical device software lifecycle processes and IEC 82304-1 health

software safety requirements.

CLINICAL ENVIRONMENT



The final section of the DoC format addresses the intended clinical environment,

including the intended patient population, contraindications, and the

qualifications required for the operating practitioner. It shall also specify the

post-market surveillance obligations, including vigilance reporting timelines,

trend analysis, and periodic safety update reports. By adhering to this standard

format, the manufacturer ensures that every Declaration of Conformity is a

robust, audit-ready instrument that withstands regulatory scrutiny and

reinforces the premium clinical positioning of the aesthetic device portfolio.


