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Advanced Certificate in Medical Device Complaint Handling

Complaint Handling Systems and Regulations

Adverse Event – Any undesirable experience associated with the use of a medical device, whether or not it is
caused by the device.
Related terms: Medical Device Reporting, Serious Adverse Event.
Example: A patient experiences a burn from a faulty electrosurgical unit.
Practical application: Must be reported to regulatory authorities within defined timelines.
Challenges: Differentiating device‑related events from underlying disease symptoms.

Adverse Event Reporting – The systematic process of documenting, assessing, and transmitting information
about adverse events to appropriate bodies.
Related terms: MDR, FDA 21 CFR 803.
Example: A manufacturer submits an MDR report after a malfunction leads to injury.
Practical application: Supports post‑market surveillance and risk management.
Challenges: Ensuring completeness, timeliness, and consistency across global operations.

Audit Trail – A secure, computer‑generated record that chronologically documents the creation,
modification, or deletion of data within a complaint handling system.
Related terms: Electronic Records, 21 CFR 11.
Example: The system logs who updated a complaint status and when.
Practical application: Provides evidence for regulatory inspections and internal reviews.
Challenges: Maintaining integrity while allowing necessary data access.

CAPA (Corrective and Preventive Action) – Structured activities undertaken to eliminate the causes of
non‑conformities or undesirable events and to prevent recurrence.
Related terms: Root Cause Analysis, Non‑conformance.
Example: After a recurring complaint about battery failure, a CAPA is initiated to redesign the power
module.
Practical application: Links complaint trends to systematic improvements.
Challenges: Identifying true root causes and measuring effectiveness of actions.

Complaint – Any written, electronic, or oral communication that alleges deficiencies related to the identity,
quality, safety, or performance of a medical device.
Related terms: Complaint Handling Procedure, Complaint Log.
Example: A healthcare professional emails the manufacturer reporting that a catheter tip broke during use.
Practical application: Forms the basis for investigations, risk assessments, and regulatory reporting.
Challenges: Capturing all relevant information, especially from informal sources.

Complaint Handling Procedure – Documented set of steps describing how complaints are received,
evaluated, investigated, and resolved.
Related terms: Standard Operating Procedure, SOP.
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Example: The procedure outlines that all complaints must be logged within 24 hours and investigated within
5 days.
Practical application: Ensures consistent, compliant response across the organization.
Challenges: Keeping the procedure up‑to‑date with evolving regulations and technology.

Complaint Log – A centralized record that captures essential data for each complaint, including source,
device identification, symptom, and status.
Related terms: Complaint Database, Complaint Management System.
Example: The log shows a complaint filed on 01‑Jan‑2025 for a Class II infusion pump.
Practical application: Enables trend analysis, audit readiness, and reporting.
Challenges: Maintaining data accuracy and completeness across multiple channels.

Complaint Management System (CMS) – Software or integrated platform that automates the receipt,
tracking, investigation, and reporting of medical device complaints.
Related terms: Electronic Complaint Tracking, Validation.
Example: A cloud‑based CMS alerts the quality team when a serious complaint is entered.
Practical application: Improves efficiency, traceability, and regulatory compliance.
Challenges: Validation, cybersecurity, and integration with other quality systems.

Complaint Resolution – The final determination and action taken to address a complaint, which may include
product repair, replacement, or customer communication.
Related terms: Root Cause Analysis, Corrective Action.
Example: The manufacturer ships a replacement device and provides a corrective action report to the
complainant.
Practical application: Closes the complaint loop and satisfies regulatory expectations.
Challenges: Aligning resolution timelines with regulatory reporting deadlines.

Complaint Trend Analysis – Systematic evaluation of aggregated complaint data to identify patterns,
recurring issues, or emerging risks.
Related terms: Statistical Process Control, Signal Detection.
Example: An increase in reports of sensor drift prompts a design review of a glucose monitor.
Practical application: Drives proactive risk mitigation and product improvements.
Challenges: Ensuring statistical validity and avoiding false positives.

Complaint Validation – The process of confirming that a complaint is genuine, complete, and falls within the
scope of the organization’s responsibility.
Related terms: Screening, Triage.
Example: A call center verifies the device serial number and symptom before logging the complaint.
Practical application: Prevents wasted resources on irrelevant or duplicate reports.
Challenges: Balancing thoroughness with rapid response.

Confidentiality – The obligation to protect the privacy of complainants and proprietary information
throughout the complaint handling lifecycle.
Related terms: Data Protection, GDPR.
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Example: Personal health information is redacted when sharing complaint details with third‑party
investigators.
Practical application: Maintains trust and complies with legal obligations.
Challenges: Managing cross‑border data transfers and access controls.

Conformance – Demonstration that a medical device meets applicable regulatory, standard, and customer
requirements.
Related terms: Compliance, Certification.
Example: A device conforms to ISO 13485 requirements for quality management.
Practical application: Supports market entry and ongoing regulatory acceptance.
Challenges: Keeping documentation current as standards evolve.

Customer Feedback – Information received from users or patients about the performance, usability, or
satisfaction with a medical device, which may or may not rise to the level of a complaint.
Related terms: Voice of the Customer, Post‑Market Surveillance.
Example: A survey indicates a preference for a smaller device footprint.
Practical application: Informs product development and risk assessment.
Challenges: Distinguishing actionable feedback from general opinion.

Device Identification – Unique markings, such as lot number, serial number, or device identifier (UDI), that
enable traceability of a specific medical device.
Related terms: UDI, Traceability.
Example: The UDI on a pacemaker allows quick retrieval of manufacturing data during a complaint
investigation.
Practical application: Facilitates targeted recalls and root cause analysis.
Challenges: Maintaining accurate records across multiple distribution channels.

Device Recall – A regulatory action to remove or correct a medical device that presents a risk to health,
initiated by the manufacturer or authority.
Related terms: Field Correction, Market Withdrawal.
Example: A manufacturer issues a recall for a defibrillator with a faulty capacitor.
Practical application: Protects patients and fulfills legal obligations.
Challenges: Coordinating logistics, communication, and documentation under time pressure.

FDA (Food and Drug Administration) – United States agency responsible for protecting public health by
regulating medical devices, among other products.
Related terms: 21 CFR 820, MDR.
Example: The FDA’s Center for Devices and Radiological Health (CDRH) oversees complaint handling
compliance.
Practical application: Provides guidance, inspections, and enforcement actions.
Challenges: Navigating differing international regulatory expectations.

FDA 21 CFR 820 – The Quality System Regulation (QSR) that outlines requirements for design controls,
production, and complaint handling for medical devices marketed in the United States.

Read online: https://learnuni.com/glossaries/36051612/complaint-
handling-systems-and-regulations

LearnUNI · 01 Aug 2026



G LO S S A RY

Related terms: Quality Management System, QSR.
Example: §820.198 specifies the need for a documented complaint handling system.
Practical application: Forms the regulatory backbone for U.S. manufacturers.
Challenges: Aligning QSR with other global standards like ISO 13485.

FDA 21 CFR 803 – The Medical Device Reporting (MDR) regulation requiring manufacturers to submit
reports of certain adverse events and product problems.
Related terms: MDR, Adverse Event Reporting.
Example: A serious injury caused by a malfunctioning infusion pump triggers an MDR submission.
Practical application: Enables early detection of safety signals.
Challenges: Determining reportability thresholds and maintaining reporting timelines.

FDA 21 CFR 11 – Regulation governing electronic records and signatures, ensuring they are trustworthy,
reliable, and equivalent to paper records.
Related terms: Electronic Records, Validation.
Example: The complaint management system must be 21 CFR 11 compliant to store electronic complaint
files.
Practical application: Supports digital transformation of quality processes.
Challenges: Implementing robust access controls and audit trails.

Field Correction – An action taken to correct a device problem without removing it from the market, often
communicated directly to users.
Related terms: Recall, Field Action.
Example: A software patch is distributed to address a calibration error in a diagnostic instrument.
Practical application: Mitigates risk while preserving device availability.
Challenges: Ensuring all affected units receive the correction promptly.

Field Action – Any activity taken by a manufacturer to address a device problem, which may include recalls,
field corrections, or safety notices.
Related terms: Recall, Post‑Market Surveillance.
Example: The manufacturer issues a safety notice about a potential needle breakage risk.
Practical application: Communicates risk mitigation steps to users and regulators.
Challenges: Coordinating communication across diverse markets.

ISO 13485 – International standard specifying requirements for a quality management system where an
organization needs to demonstrate its ability to provide medical devices and related services that
consistently meet customer and regulatory requirements.
Related terms: QMS, Certification.
Example: A company obtains ISO 13485 certification to support European market entry.
Practical application: Aligns internal processes with global expectations.
Challenges: Integrating complaint handling requirements with other QMS clauses.

IEC 62366 – Standard for the application of usability engineering to medical devices, emphasizing safe and
effective use.
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Related terms: Human Factors, Usability Testing.
Example: Usability testing reveals that a device’s button layout leads to accidental activation, prompting a
design change.
Practical application: Reduces user‑related complaints and adverse events.
Challenges: Conducting comprehensive usability studies within development timelines.

Incident Report – A documented account of a specific occurrence involving a medical device that may or
may not rise to the level of an adverse event.
Related terms: Complaint, Event Report.
Example: A technician records an incident where a device stopped functioning during a procedure.
Practical application: Provides data for internal risk assessments and trend analysis.
Challenges: Ensuring consistent terminology and classification.

Investigation – Systematic examination of a complaint to determine cause, impact, and necessary corrective
actions.
Related terms: Root Cause Analysis, CAPA.
Example: The investigation team conducts a failure mode analysis on a reported malfunction.
Practical application: Drives evidence‑based decision making and regulatory compliance.
Challenges: Accessing all relevant data, especially from field sites.

Investigation Report – Formal document summarizing the findings, conclusions, and recommended actions
from a complaint investigation.
Related terms: Corrective Action, Documentation.
Example: The report details that a manufacturing defect caused the reported leakage.
Practical application: Serves as audit evidence and supports regulatory submissions.
Challenges: Maintaining objectivity and completeness under time pressure.

Judgmental Sampling – A non‑statistical approach to selecting complaint records for detailed review based
on expert knowledge or perceived risk.
Related terms: Risk‑Based Sampling, Auditing.
Example: The quality manager selects all complaints related to a newly launched device for deeper analysis.
Practical application: Focuses resources on high‑impact areas.
Challenges: Potential bias and lack of statistical rigor.

Key Performance Indicator (KPI) – Metric used to assess the effectiveness and efficiency of the complaint
handling process.
Related terms: Metrics, Dashboard.
Example: Average time to close a complaint is tracked as a KPI.
Practical application: Enables continuous improvement and management oversight.
Challenges: Selecting meaningful KPIs that reflect true performance.

Lot Number – A batch identifier assigned by the manufacturer to a group of devices produced under the
same conditions, facilitating traceability.
Related terms: Device Identification, Traceability.
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Example: A complaint references lot L2024‑05, prompting review of all devices from that batch.
Practical application: Supports focused investigations and potential recalls.
Challenges: Managing lot splits and merges across global supply chains.

Medical Device Reporting (MDR) – U.S. regulatory requirement for manufacturers, importers, and device
user facilities to report certain device‑related adverse events and product problems to the FDA.
Related terms: FDA 21 CFR 803, Adverse Event Reporting.
Example: A manufacturer files an MDR within five days of learning of a serious injury.
Practical application: Enhances national safety surveillance.
Challenges: Interpreting reportability criteria and maintaining reporting timelines.

Non‑conformance – Deviation from a specified requirement, standard, or procedure that may lead to a
complaint or quality issue.
Related terms: CAPA, Deviation.
Example: A batch fails sterility testing, constituting a non‑conformance.
Practical application: Triggers investigation and corrective actions.
Challenges: Differentiating minor deviations from critical non‑conformities.

Post‑Market Surveillance (PMS) – Ongoing activities undertaken after a device is placed on the market to
monitor its performance and safety.
Related terms: Complaint Handling, Vigilance.
Example: A manufacturer conducts a PMS study to assess long‑term outcomes of an implant.
Practical application: Provides data for risk updates and regulatory reporting.
Challenges: Integrating diverse data sources and maintaining data quality.

Post‑Market Vigilance – The systematic process of detecting, assessing, and responding to safety signals
that arise from device use in the field.
Related terms: PMS, Signal Detection.
Example: Rapid increase in reports of device overheating triggers a vigilance alert.
Practical application: Enables early risk mitigation and possible recalls.
Challenges: Differentiating true signals from background noise.

Preventive Action – Measures taken to eliminate the cause of a potential non‑conformity or undesirable
event before it occurs.
Related terms: CAPA, Risk Management.
Example: Updating manufacturing SOPs to prevent particulate contamination.
Practical application: Reduces future complaint incidence.
Challenges: Predicting emerging risks and allocating resources effectively.

Product Complaint – Synonym for “complaint” emphasizing that the issue pertains to the device itself rather
than service or unrelated matters.
Related terms: Complaint, Defect.
Example: A product complaint is logged when a user reports that a catheter tip is missing.
Practical application: Guides classification for regulatory reporting.
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Challenges: Avoiding misclassification of service‑related issues.

Quality Management System (QMS) – Integrated set of processes, procedures, and resources needed to
implement quality policies and achieve regulatory compliance for medical devices.
Related terms: ISO 13485, QSR.
Example: The QMS includes modules for design control, supplier management, and complaint handling.
Practical application: Provides a framework for consistent product quality.
Challenges: Coordinating across departments and maintaining documentation.

Regulatory Reporting – Submission of required information to health authorities concerning adverse events,
complaints, recalls, or other safety‑related matters.
Related terms: MDR, Vigilance.
Example: An annual summary of all serious complaints is filed with the European Medicines Agency.
Practical application: Demonstrates compliance and supports public health.
Challenges: Harmonizing reporting formats across jurisdictions.

Root Cause Analysis (RCA) – Structured methodology used to identify the fundamental underlying cause(s)
of a complaint or non‑conformance.
Related terms: CAPA, Fishbone Diagram.
Example: The 5‑Why technique reveals that a faulty solder joint caused a device failure.
Practical application: Drives effective corrective actions and prevents recurrence.
Challenges: Avoiding superficial analysis and ensuring cross‑functional participation.

Risk Management – Process defined by ISO 14971 to identify, evaluate, control, and monitor risks associated
with a medical device throughout its lifecycle.
Related terms: Hazard Analysis, Risk Assessment.
Example: A risk assessment updates the severity rating after a new complaint is received.
Practical application: Integrates complaint data into risk evaluation.
Challenges: Maintaining up‑to‑date risk files and quantifying risk reduction.

Safety Notice – Communication from a manufacturer to users alerting them to a potential hazard and
providing instructions to mitigate risk.
Related terms: Field Action, Recall.
Example: A safety notice advises users to inspect a specific batch for a cracked housing.
Practical application: Prevents adverse events while a formal recall is evaluated.
Challenges: Ensuring receipt and comprehension by all affected parties.

Signal Detection – Analytical process of identifying patterns or clusters in complaint and adverse event data
that may indicate emerging safety issues.
Related terms: Trend Analysis, Vigilance.
Example: Statistical software flags a disproportionate number of complaints about a specific sensor.
Practical application: Triggers early investigations and possible corrective measures.
Challenges: Setting appropriate thresholds to avoid false alarms.
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Software Validation – Documentation and testing activities that confirm a software system, such as a
complaint handling platform, performs its intended functions correctly and reliably.
Related terms: Verification, 21 CFR 11.
Example: Validation protocols verify that the CMS correctly routes serious complaints to the investigation
team.
Practical application: Satisfies regulatory expectations for electronic records.
Challenges: Maintaining validation status as the system evolves.

Standard Operating Procedure (SOP) – Detailed, written instructions to achieve uniformity of performance
for a specific task within the complaint handling process.
Related terms: Procedure, Work Instruction.
Example: An SOP describes how to triage incoming complaints based on severity.
Practical application: Reduces variability and supports training.
Challenges: Keeping SOPs current with process changes.

Supplier Complaint – Complaint received from a supplier regarding a component or material that may
affect the performance of the final medical device.
Related terms: Supplier Quality, Non‑conformance.
Example: A component vendor reports a defect that could lead to device failure.
Practical application: Enables upstream corrective actions and supplier management.
Challenges: Coordinating investigations across organizational boundaries.

Surveillance Plan – Pre‑defined strategy outlining how a manufacturer will collect, analyze, and act upon
post‑market data, including complaints.
Related terms: PMS, Risk Management.
Example: The plan specifies quarterly review of all serious complaints for a Class III implant.
Practical application: Provides a systematic approach to ongoing safety monitoring.
Challenges: Allocating resources and ensuring data integrity.

Traceability – Ability to track a medical device’s history, location, and use through documented records from
manufacturing to disposal.
Related terms: UDI, Lot Number.
Example: Using the UDI, the manufacturer identifies all devices shipped to a specific hospital for a recall.
Practical application: Facilitates efficient field actions and root cause analysis.
Challenges: Managing complex supply chains and multiple distribution channels.

Trend Analysis – Examination of complaint data over time to detect shifts, spikes, or patterns that may
indicate a quality or safety issue.
Related terms: Statistical Process Control, Signal Detection.
Example: A month‑over‑month increase in battery‑related complaints prompts a design review.
Practical application: Supports proactive risk mitigation.
Challenges: Differentiating random variation from meaningful trends.

UDI (Unique Device Identifier) – Global system of device identification that assigns a unique numeric or
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alphanumeric code to each medical device, facilitating traceability.
Related terms: Traceability, Device Identification.
Example: The UDI is scanned at each point of care to record device usage.
Practical application: Simplifies complaint linking to specific device batches.
Challenges: Implementing UDI labeling across legacy products.

Vigilance – Continuous and systematic monitoring of medical device performance and safety, often
synonymous with post‑market surveillance activities.
Related terms: PMS, Post‑Market Vigilance.
Example: The vigilance team reviews all incoming complaints weekly for emerging risks.
Practical application: Drives timely regulatory reporting and corrective actions.
Challenges: Maintaining sufficient resources and data quality.

Warranty Claim – Request from a customer for repair, replacement, or refund based on the terms of a
device warranty, which may be linked to a complaint.
Related terms: Complaint, Service Request.
Example: A hospital submits a warranty claim after a device malfunction within the warranty period.
Practical application: Provides a pathway for resolution and data capture.
Challenges: Aligning warranty processes with regulatory complaint handling.

Workflow Automation – Use of software tools to streamline repetitive tasks within the complaint handling
process, such as routing, notifications, and status updates.
Related terms: CMS, Efficiency.
Example: Automated alerts notify the investigation team when a serious complaint is logged.
Practical application: Reduces manual errors and speeds response times.
Challenges: Ensuring flexibility for complex cases and maintaining auditability.

Zero‑Defect Goal – Aspirational objective to eliminate all defects and complaints through rigorous quality
systems and continuous improvement.
Related terms: Six Sigma, Continuous Improvement.
Example: The organization adopts a zero‑defect mindset, driving root‑cause analysis of every complaint.
Practical application: Encourages proactive quality culture.
Challenges: Balancing realistic expectations with operational constraints.
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