Non-Conformity Report (NCR) Standard Form - Official Clinical Overview &
Technical Datasheet

EXECUTIVE SUMMARY

This document serves as the definitive clinical and technical datasheet for the
Non-Conformity Report (NCR) Standard Form, a critical quality management
instrument within the medical aesthetic device ecosystem. As an OEM, we
recognize that systematic documentation of deviations from specified
requirements is not merely an administrative task, but a cornerstone of patient
safety, device reliability, and regulatory adherence. This NCR Standard Form
provides a structured, auditable framework for capturing, categorizing, and
initiating corrective actions for any non-conformity encountered during the
lifecycle of our aesthetic systems, from incoming material inspection to final
clinical use. It ensures that every variance is documented with precision,
enabling root cause analysis and continuous improvement, thereby reinforcing

our commitment to delivering premium, reliable aesthetic solutions.



CLINICAL ARCHITECTURE & DESIGN

The NCR Standard Form is meticulously architected to integrate seamlessly into
the established clinical workflows of medical spas and dermatology practices.
Its design philosophy prioritizes clarity, completeness, and traceability, ensuring
that all relevant clinical and technical stakeholders can effectively utilize it. The

form is structured to capture data critical for clinical governance, including:

- IDENTIFICATION AND ORIGIN: A dedicated section for recording unique NCR
number, date of issue, originating department (e.g., Clinical, Engineering,
Warehouse), and the specific device or component involved. This establishes a
clear lineage for every reported issue.

- DETAILED NON-CONFORMITY DESCRIPTION: Structured fields for a precise

narrative of the deviation, supported by checkboxes for common clinical



non-conformities (e.g., energy output variance, cooling system fault, cosmetic
defect, packaging damage) and a free-text area for comprehensive description.
- CLASSIFICATION AND SEVERITY: A critical design element is the integrated
risk matrix, which guides the user in classifying the non-conformity based on its
potential impact on device performance, patient safety, and regulatory
compliance. This allows for immediate prioritization of resources and response.
- INVESTIGATION AND ROOT CAUSE ANALYSIS: The form provides a framework
for documenting the investigation process, including assigned personnel,
investigation steps, and identified root causes. This systematic approach
transforms a simple report into a powerful tool for quality improvement.

- CORRECTIVE AND PREVENTIVE ACTION (CAPA): This integral section
facilitates the proposal, approval, and tracking of actions to rectify the
immediate non-conformity and prevent its recurrence. It ensures that the NCR

Standard Form acts as the initial catalyst for the robust CAPA process.

KEY INDICATIONS & CAPABILITIES

The primary clinical indication for this form is the systematic documentation
and management of any event where a product, process, or service does not
conform to specified standards, procedures, or clinical expectations. Its

capabilities extend across the entire device lifecycle:



- INCOMING QUALITY CONTROL (IQC): To document non-conformities in raw
materials, components, or sub-assemblies received from suppliers.

- IN-PROCESS INSPECTION: For capturing deviations during the manufacturing,
assembly, or software installation processes, ensuring non-conforming items
are not passed along the production line.

- FINAL RELEASE AND CALIBRATION: Used when a finished device fails to meet
performance, safety, or calibration specifications during final quality assurance
testing.

- CLINICAL FIELD OPERATIONS: Critical for documenting malfunctions,
performance drift, or patient-related issues observed in the field, facilitating
rapid corrective action and potential product recalls.

- SERVICE AND MAINTENANCE: To report issues identified during scheduled
preventative maintenance or emergency repairs, ensuring service history is
accurately captured.

- SUPPLIER PERFORMANCE MONITORING: Aggregated NCR data on supplied
components provides a quantifiable metric for supplier quality performance,

driving supply chain improvements.

COMPLIANCE & STANDARDS

This NCR Standard Form is designed to be fully compliant with the rigorous

requirements of global medical device regulations and quality management



standards. Adherence to these frameworks is non-negotiable for maintaining
market access and ensuring patient safety. Key standards supported by this

form include:

- ISO 13485:2016 (Medical devices - Quality management systems): The form is
a mandatory component of a conforming quality management system,
providing documented evidence of non-conformity handling (Clause 8.3).

- FDA 21 CFR Part 820 (Quality System Regulation): This form aligns with the
FDA' s requirements for corrective and preventive action, encompassing the
documentation of non-conformities, investigations, and corrective actions
(Subpart J).

- EU Medical Device Regulation (MDR) 2017/745: The form supports the
vigilance and post-market surveillance requirements by ensuring that
non-conformities that could lead to serious incidents or recalls are
systematically reported and investigated.

- ISO 14971:2019 (Application of risk management to medical devices): The
form integrates risk management principles, enabling the classification of
non-conformities based on their potential to cause harm, thus prioritizing
actions to mitigate patient risk.

- Good Clinical Practice (GCP): In the context of clinical trials, this form ensures
that any deviations from the clinical investigation plan are documented,

reported, and managed in accordance with GCP principles.



TECHNICAL SPECIFICATIONS

As a document, the NCR Standard Form possesses its own set of specifications

designed to ensure its efficacy and usability. These specifications are as critical

as the specifications of the devices it monitors.

Parameter

Specification

Document Type

Standard Operating Procedure / Form

Document Format

Electronic (e.g., .pdf, .docx) and printed

hard copy

Version Control

Revision number and date clearly

indicated; controlled by QMS

Electronic System Compatibility

Integrates with QMS, ERP, and CAPA

software

Language Unicode compliant; primary language
English with translation options

File Size Typically < 200 KB for digital

submission and archiving

Required Review Cycle

Annually, or after significant clinical or

regulatory changes

Retention Period

Minimum of 10 years per regulatory




requirements (e.g., MDR, FDA)

Access Control Role-based access (e.g., Read/Write,

Approve, View Only)

Data Integrity Read-only audit trail for all form

entries and modifications

CLINICAL PROTOCOLS

The effective implementation of the NCR Standard Form is governed by clear
clinical protocols to ensure consistency and reliability of the data captured. The

following protocols define the standard operating procedure for its use:

1. IDENTIFICATION & REPORTING: Upon detection of any potential
non-conformity, the responsible clinical or technical staff must immediately
document the issue on the NCR Standard Form. This initial report should
include all relevant details as defined in the form, without delay, to prevent
further use of the non-conforming item.

2. INITIAL REVIEW & SEGREGATION: The designated Quality Assurance (QA)
representative reviews the submitted NCR. If the non-conformity is confirmed,
the affected device or component is physically segregated and clearly marked

to prevent inadvertent use. This is a critical safety step.




3. RISK ASSESSMENT & CLASSIFICATION: The QA representative, in
collaboration with clinical engineering, assesses the severity and potential
patient risk, classifying the NCR as Minor, Major, or Critical. This classification
dictates the urgency and level of investigation.

4. INVESTIGATION: A formal investigation is initiated, led by a designated
subject matter expert. This involves a thorough root cause analysis using
established methodologies (e.g., 5 Whys, Fishbone Diagram) to identify the
fundamental reason for the non-conformity.

5. CAPA INITIATION: Based on the investigation findings, a Corrective and
Preventive Action (CAPA) is initiated. This plan outlines the immediate
corrective measures to rectify the specific issue and the preventive measures to
be implemented to eliminate the root cause and prevent recurrence.

6. VERIFICATION OF EFFECTIVENESS: After the CAPA is implemented, its
effectiveness is verified. This may involve re-testing, monitoring the next
production batch, or observing the new process for a specified period. The NCR
is only closed once the effectiveness of the corrective actions has been
demonstrated and documented.

7. DOCUMENTATION & CLOSURE: All findings, actions, and verification results
are meticulously documented on the NCR form, which is then signed off by the
QA representative and closed in the quality management system, creating an

auditable record of the entire event.






