Medical CE & FDA Technical Compliance Register: Audit Preparedness Checklist
for European Notified Bodies

CLINICAL SAFETY POSITIONING

This document establishes the audit preparedness framework for medical
aesthetic device manufacturers preparing for conformity assessment by a
European Notified Body under Regulation (EU) 2017/745 (MDR). The Audit
Preparedness Checklist functions as a structured, verifiable register that aligns
technical documentation, quality management system evidence, and clinical
evaluation outputs into a single defensible dossier. Its clinical safety positioning
rests on three pillars: traceability of every device claim to verified objective
evidence, demonstrable conformity of the quality management system to ISO
13485:2016, and a live post-market surveillance architecture that feeds back
into risk management without delay. Manufacturers deploying this checklist
reduce the probability of major non-conformities during unannounced or
scheduled audits, shorten the technical documentation review cycle, and

preserve uninterrupted CE marking validity for their aesthetic platforms.



TEMPERATURE MONITORING CAPABILITIES

Thermal safety is a central audit focus for energy-based aesthetic devices. The
checklist requires documented evidence of real-time temperature monitoring
across all active treatment modalities, including surface cooling circuits,
handpiece thermal cut-offs, and software-level over-temperature interlocks.
Each monitoring channel must be mapped to a risk control measure in the ISO
14971 risk management file, with verification records demonstrating that alarm
thresholds and automatic shut-off responses function within validated
tolerances. The register also mandates calibration traceability for all
temperature sensors, with certificates referencing national or international
metrology standards. Auditors should be able to follow a single temperature
excursion event from detection through mitigation to post-market reporting,

and the checklist structures this evidence path explicitly.



PREMIUM COMPONENT ASSEMBLY

The component assembly section of the checklist governs supplier qualification
and incoming inspection evidence for critical components, including laser
diode bars, optical fibers, sapphire cooling tips, and control electronics. Each
critical component must have an approved supplier record, a defined
specification, and batch-level traceability linking finished devices to component
lots. The checklist further requires documentation of component-level change
control, ensuring that any substitution of a critical part triggers a regulatory
impact assessment before implementation. Assembly process validation
records, including workmanship standards and in-process inspection data, are
indexed for rapid retrieval during audit. This section transforms the bill of

materials into an auditable conformity artifact.

DETAILED PARAMETERS

The detailed parameters register consolidates the technical specifications that
Notified Body reviewers routinely cross-reference against clinical claims. Every
parameter listed below must be supported by a verification or validation report
held in the technical documentation, with a clear cross-reference to the

applicable general safety and performance requirement (GSPR) of Annex | of



the MDR. Parameters subject to measurement uncertainty must include

expanded uncertainty statements,

and any parameter that varies by

configuration or handpiece must be documented per variant rather than as a

single nominal value.

Parameter

Specification

Regulatory Framework

Regulation (EU) 2017/745 (MDR); FDA

21 CFR Part 820 / 510(k) as applicable

Quality Management Standard

ISO 13485:2016, certificate scope

verified against device families

Risk Management Standard

ISO 14971:2019, risk file linked to

every GSPR in Annex |

Electrical Safety

IEC 60601-1 (3rd ed. + A1/A2); IEC

60601-1-2 EMC

Laser Safety Classification

IEC 60825-1, class statement per

configuration and handpiece

Biocompatibility

ISO 10993 series, patient-contacting

materials assessed per ISO 10993-1

Temperature Monitoring

Real-time surface and handpiece
sensors; validated alarm thresholds

with calibration traceability

Component Traceability

Batch-level records for laser bars,




optics, sapphire tips, and control

electronics

Technical Documentation Index

GSPR checklist, verification/validation
reports, and declaration of conformity

cross-referenced

Post-Market Surveillance

PMS plan, PSUR cycle, complaint and
vigilance logs, CAPA effectiveness

records

UDI & Registration

UDI-DI/PI assignment records and

EUDAMED registration status

Audit Evidence Retrieval

Indexed digital dossier with defined

retrieval time per document class

MEDICAL CERTIFICATIONS

The certification matrix within the checklist maps each applicable standard and

regulatory instrument to the corresponding evidence package. Core references

include ISO 13485:2016 for quality management, ISO 14971:2019 for risk

management, IEC 60601-1 and IEC 60601-1-2 for electrical and electromagnetic

safety, IEC 60825-1 for laser product classification, and ISO 10993 series for

biocompatibility of patient-contacting materials. The checklist requires that




each certificate be verified for scope, validity, and issuing body accreditation,
and that any gap between certificate scope and device configuration be
explicitly justified. EUDAMED registration data, UDI assignment records, and
the declaration of conformity are indexed alongside the certificates for

single-pass audit review.

CLINICAL ENVIRONMENT

The clinical environment section addresses the human and organizational
factors that auditors assess during on-site review. It requires documented
training records for clinical staff operating the device, competency assessments
for service personnel, and controlled procedures for device cleaning,
disinfection, and between-patient turnaround. The checklist also mandates
evidence of clinical evaluation report currency, including literature review
updates and PMS data integration within the defined review cycle. Complaint
handling records, vigilance reporting logs, and CAPA effectiveness checks are
organized into an audit-ready index. By treating the clinical environment as a
regulated system rather than a physical space, the checklist ensures that

organizational evidence is as defensible as technical evidence.






