Rejected Material Disposition (RMA) Workflow - Official Clinical Overview &
Technical Datasheet

EXECUTIVE SUMMARY

This document delineates the Official Clinical Overview and Technical Datasheet
for the Rejected Material Disposition (RMA) Workflow. As a critical subsystem
within the quality management ecosystem of premium aesthetic medical
devices, the RMA Workflow ensures the systematic handling, investigation, and
corrective action for all non-conforming materials, returned components, and
devices flagged during clinical use or post-market surveillance. This whitepaper
details the rigorous architecture designed to maintain the highest standards of
patient safety, device efficacy, and regulatory compliance, transforming product
returns into actionable intelligence that drives continuous improvement across

the entire medical device lifecycle.



CLINICAL ARCHITECTURE & DESIGN

The RMA Workflow is architected as a closed-loop, risk-based process designed
to safeguard clinical environments from potential device failures and ensure the
integrity of all OEM-manufactured assets. The architecture integrates
seamlessly with existing clinical and service infrastructure, providing a
transparent and auditable pathway from the initial discovery of a
non-conformity to the final resolution, whether that be repair, replacement, or
credit. The design philosophy is rooted in ISO 13485 and FDA 21 CFR Part 820
standards, emphasizing traceability, root cause analysis, and the prevention of

recurrence.

KEY INDICATIONS & CAPABILITIES



The RMA Workflow is mandated for any returned, damaged, or
non-functioning OEM device, accessory, or component. Its capabilities extend

acCross:

- Prompt clinical asset recovery and replacement logistics management.

- Rigorous investigation into the root cause of device failure or material
rejection.

- Implementation of corrective and preventive actions (CAPA) to enhance future
product reliability.

- Systematic disposition of materials, including repair, refurbishment, or
controlled disposal.

- Comprehensive data capture to support regulatory reporting and continuous

improvement initiatives.

The primary objective is to minimize clinical downtime and ensure that any

disruption to treatment workflows is both isolated and permanently resolved

through robust engineering and quality assurance processes.

COMPLIANCE & STANDARDS

Adherence to global regulatory frameworks is the cornerstone of the RMA

Workflow. The process is validated against:



- I1SO 13485: Medical Devices - Quality Management Systems.

- FDA 21 CFR Part 820: Quality System Regulation.

- EU Medical Device Regulation (MDR) and global equivalents for vigilance and
post-market surveillance.

- IEC 60601 series for electrical safety and electromagnetic compatibility.

This rigorous compliance ensures that all disposition activities are conducted
within a validated framework, preserving the device's safety and performance

profile throughout its lifecycle.

TECHNICAL SPECIFICATIONS

The RMA Workflow encompasses a standardized series of procedural steps,
each with specific technical and documentation requirements. These are
typically integrated into the OEM's Enterprise Resource Planning (ERP) and
Quality Management Software (QMS) systems to ensure seamless data flow

and record integrity. Key technical domains include:

- Diagnostic & Triage: Initial assessment of returned materials using specialized
test fixtures and software to categorize the failure mode.

- Traceability Protocols: Full chain-of-custody documentation, linking the



specific returned unit to its original manufacturing batch, software version, and

clinical history.

- Root Cause Analysis (RCA): Application of engineering principles and failure

analysis techniques (e.g., FMEA) to identify the underlying mechanism of failure.

- Disposition Decision Matrix: A risk-based model that guides the final decision,

factoring in clinical risk, repair costs, and component obsolescence.

- Corrective & Preventive Action (CAPA): A structured process for developing

and validating engineering changes or

derived from the RCA findings.

manufacturing process improvements

Parameter

Specification

RMA Process Cycle Time (Target)

<

5 Business Days (from receipt of

unit)

Traceability Resolution

Component-level (Batch, Serial #,

Software Version)

Root Cause Analysis Techniques

FMEA, Fault Tree Analysis (FTA), and

8D Reporting

Disposition Options Repair, Replace, Refurbish, Credit
(Scrap/Recycle)
System Integration ERP/QMS Integrated (e.g, SAP,

Salesforce, MasterControl)

Regulatory Standards Met

ISO 13485, FDA 21 CFR Part 820, EU




MDR

CLINICAL PROTOCOLS

For clinical staff, the RMA Workflow is activated via specific, easy-to-follow

protocols designed to ensure safety and data accuracy at the point of return.

- INITIATION: Upon identifying a suspected device fault, the clinical operator
must immediately decommission the device and contact the OEM Technical
Support team through the designated portal. A preliminary risk assessment
must be performed to ensure patient and staff safety.

- DOCUMENTATION: Complete the standardized Return Material Authorization
(RMA) Request Form. This is a critical step that must detail the clinical context,
observed symptoms, and any error codes displayed by the system.

- PACKAGING & SHIPPING: The requesting party will receive specific
instructions for the safe and compliant packaging of the device or component,
including hazardous materials declarations if applicable. A unique RMA number
must be clearly marked on the exterior of the package.

- REPLACEMENT & CREDIT: Upon receipt and initial verification by the OEM
service center, a service loaner or replacement device will be dispatched to

minimize clinical disruption. Final credit or invoicing is processed following the




successful disposition of the returned item.




