Root Cause Analysis (8D Report) Redacted Example - Official Clinical Overview
& Technical Datasheet

EXECUTIVE SUMMARY

This document serves as the official clinical overview and technical datasheet
for the Root Cause Analysis (8D Report) Redacted Example, a comprehensive
framework designed to systematically investigate, contain, and prevent
non-conformances within medical aesthetic device operations. The following
content delineates the clinical architecture, indication capabilities, compliance

standards, and technical specifications pertinent to the deployment of this

robust quality management instrument in clinical environments.

CLINICAL ARCHITECTURE & DESIGN



The 8D Report methodology is engineered as a closed-loop, eight-discipline
problem-solving protocol. The framework ' s design emphasizes a
cross-functional team approach to ensure holistic root cause identification and
the implementation of permanent corrective actions. The system architecture
incorporates structured data entry modules for problem description,
containment actions, root cause analysis (including Ishikawa diagrams and
5-Why techniques), interim and permanent corrective action tracking, and
preventive measures. This clinical architecture is validated to integrate
seamlessly with existing Quality Management Systems (QMS) and Electronic
Medical Record (EMR) interfaces, providing a verifiable audit trail that is critical
for regulatory submissions and internal quality reviews. The platform supports
real-time collaboration among clinical engineers, dermatologists, and quality

assurance personnel, thereby standardizing the resolution process for

device-related adverse events and performance deviations.

KEY INDICATIONS & CAPABILITIES

The Root Cause Analysis (8D Report) Redacted Example is indicated for use

across the entire lifecycle of medical aesthetic devices, from pre-market

validation to post-market surveillance. Key capabilities include:

- INVESTIGATION OF DEVICE PERFORMANCE ANOMALIES: Systematic



identification of variances in energy output, cooling efficiency, and handpiece
functionality.

- CONTAINMENT OF CLINICAL RISKS: Implementation of immediate safeguards
to prevent patient safety events and ensure treatment continuity.

- PERMANENT CORRECTIVE ACTION (PCA): Development of engineering and
procedural solutions to eliminate recurrence of identified failure modes.

- EFFECTIVENESS VERIFICATION: Rigorous statistical analysis and clinical
re-testing to validate the efficacy of implemented solutions.

- PREVENTIVE MEASURES: Integration of lessons learned into design

specifications and operational protocols to mitigate future risks.

COMPLIANCE & STANDARDS

The 8D framework is meticulously designed to align with the stringent
requirements of international regulatory bodies and quality standards. The
report structure is fully compliant with ISO 13485:2016 for Medical Devices
Quality Management Systems and adheres to the reporting expectations of the
FDA's 21 CFR Part 820 (Quality System Regulation). Furthermore, the
methodology supports the MDR (Medical Device Regulation) (EU) 2017/745
requirements for post-market surveillance and vigilance reporting. The
redacted example provides a standardized template for generating 8D reports

that meet the evidentiary standards required during Notified Body and FDA



audits, ensuring that all corrective and preventive actions (CAPAs) are

meticulously documented and traceable.

Parameter

Specification

Document Type

Root Cause Analysis (8D Report)

Redacted Example

Applicable Standards

ISO 13485, FDA 21 CFR Part 820, EU

MDR 2017/745

Disciplines

8 (D0-D8)

Key Analytical Tools

5-Why, Ishikawa, Is/Is Not, Process

Mapping

Report Output

Structured CAPA (Corrective and

Preventive Actions) Document

Target User

Clinical Engineers, Quality Managers,

Regulatory Specialists, Dermatologists

CLINICAL PROTOCOLS

The implementation of the 8D Report follows a precise, stepwise protocol

designed to maximize clinical efficacy and operational efficiency. The process is

initiated upon the occurrence of a non-conformance event. The clinical team is




mobilized to execute the following high-level protocols:

1. DO - PREPARATION & EMERGENCY RESPONSE: Immediate assessment of the
clinical impact and containment of any direct patient risk.

2. D1 - TEAM FORMATION: Assembly of a cross-functional team with the
necessary authority and expertise.

3. D2 - PROBLEM DESCRIPTION: A concise and objective description of the
clinical event, utilizing the "Is/Is Not" methodology.

4. D3 - INTERIM CONTAINMENT ACTION: Implementation of temporary
measures to protect patients and shield downstream processes from the
problem.

5. D4 - ROOT CAUSE ANALYSIS: In-depth investigation to identify the physical,
human, and systemic root causes using accepted quality tools.

6. D5 - PERMANENT CORRECTIVE ACTIONS: Selection and validation of
permanent solutions to eliminate the root cause.

7. D6 - IMPLEMENTATION & VALIDATION: Deployment of the permanent
solution and monitoring to confirm its effectiveness in the clinical setting.

8. D7 - PREVENTIVE MEASURES: Modification of management systems,
procedures, or training to prevent recurrence.

9. D8 - CLOSURE & RECOGNITION: Formal conclusion of the report and

acknowledgment of the team's contributions.






