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Advanced Certificate in Medical Device Complaint Handling

Complaint Handling Systems and Regulations

Complaint is the formal expression of dissatisfaction from a user, patient, or other stakeholder regarding a
medical device, its performance, or its labeling. A complaint may arise from a single incident or from a
pattern of events, and it can range from a minor inconvenience to a serious safety concern. The definition of
a complaint is central to any complaint handling system because it determines what information must be
captured, evaluated, and reported. For example, a nurse who observes that a blood pressure cuff yields
inconsistent readings may submit a complaint that triggers an investigation to verify whether the device is
functioning within its specifications.

Complaint handling system refers to the organized set of processes, procedures, documentation, and tools
that a manufacturer employs to receive, assess, investigate, and resolve complaints. The system must be
capable of tracking each complaint from receipt through closure, ensuring that required regulatory
timelines are met, and that appropriate corrective actions are taken. In practice, a robust system often
integrates a complaint database, workflow automation, and reporting modules that can generate trend
analysis and regulatory submission files.

Complaint report is the documented record that captures all relevant details of a complaint. Essential
elements include the complainant’s contact information, device identification (model, serial number, or
Unique Device Identifier), description of the issue, date of occurrence, and any supporting evidence such as
photographs or log files. The report serves as the primary source for the initial assessment and subsequent
investigation.

Initial assessment is the first step after a complaint is logged. During this phase, the complaint handling
team determines whether the complaint is valid, whether it may represent an adverse event, and whether
immediate actions (such as device quarantine) are required. The assessment also categorizes the complaint
by severity, for instance distinguishing a non‑serious usability complaint from a potential serious adverse
event.

Investigation is the systematic process of gathering and analyzing data to understand the root cause of the
complaint. Investigation activities may include device inspection, software log retrieval, user interviews, and
comparison with design specifications. The depth of the investigation is proportional to the potential risk
associated with the complaint. For a complaint that suggests a possible electrical malfunction in a cardiac
monitor, a full hardware teardown and functional test would be warranted.

Root cause analysis (RCA) is a structured method used within the investigation to identify the underlying
factor(s) that led to the complaint. Common RCA techniques include the “5 Why” method, fishbone
diagrams, and Failure Mode and Effects Analysis (FMEA) when applied retrospectively. A clear root cause
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facilitates the development of effective corrective actions. For instance, if RCA reveals that a calibration step
was omitted during manufacturing, the corrective action may involve revising the work instruction and
retraining staff.

Corrective and preventive action (CAPA) is the combined corrective and preventive strategy that addresses
the identified root cause and prevents recurrence. A corrective action resolves the immediate problem, such
as replacing a defective component, while a preventive action modifies processes to avoid future
occurrences, such as updating the quality management system (QMS) procedure. CAPA records must
include the action plan, responsible personnel, timelines, and verification of effectiveness.

Regulatory framework provides the legal and technical requirements that govern complaint handling. In the
United States, the primary regulation is 21 CFR Part 820, specifically §820.198, Which mandates that
manufacturers establish and maintain procedures for complaint handling. In the European Union, the
Medical Device Regulation (EU MDR 2017/745) imposes similar obligations, requiring manufacturers to set
up a post‑market surveillance system that includes complaint management. Internationally, ISO 13485 aligns
with these requirements and is often used as the basis for certification.

Medical Device Regulation (MDR) introduced a more comprehensive approach to post‑market surveillance,
requiring manufacturers to conduct systematic trend analysis and to report certain incidents to the
competent authority within defined timelines. The MDR also distinguishes between field correction and field
recall, each with specific reporting obligations.

Field correction is an action taken to remedy a device that is already in the market but does not require a
full recall. Examples include software updates, label changes, or instructions for use (IFU) revisions that can
be performed without removing the device from the patient. A field correction must be documented, and if
it poses a risk, it may need to be reported to the authority.

Field recall is a more serious corrective measure that involves removing or correcting a device that presents
a risk to health. Recalls are classified into three categories (Class I, II, III) based on severity, and each class
has distinct reporting and communication requirements. A Class II recall, for example, may involve a device
that could cause temporary or reversible harm, necessitating prompt notification to users and the
regulatory body.

Trend analysis is the systematic review of aggregated complaint data over time to identify patterns that may
indicate emerging safety issues. Effective trend analysis relies on consistent data capture, proper
classification, and statistical methods such as moving averages or control charts. For instance, an upward
trend in complaints about battery life for a portable infusion pump could trigger a design review before the
issue escalates to a safety incident.

Vigilance is the ongoing process of monitoring the safety performance of a medical device after it has been
placed on the market. In the European context, vigilance reporting is required for serious incidents, and
manufacturers must submit a Vigilance Report within a specific timeframe (usually 15 days for serious
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incidents). Vigilance activities are closely linked to complaint handling, as many complaints may evolve into
reportable incidents.

Reporting timeline defines the maximum allowable period between the occurrence of a complaint and the
submission of a regulatory report. In the United States, a reportable event must be submitted to the FDA
within 30 days of the manufacturer’s knowledge of the event, while the EU MDR requires a 15‑day window
for serious incidents. Failure to meet these timelines can result in regulatory enforcement actions, including
warning letters and fines.

Documentation is the backbone of a compliant complaint handling system. All records, from the initial
complaint receipt to the final CAPA verification, must be retained for a period defined by the applicable
regulation (often a minimum of 10 years). Documentation must be accurate, legible, and readily retrievable.
Electronic document management systems (EDMS) are commonly used to ensure version control and audit
trail integrity.

Record retention periods vary by jurisdiction. Under 21 CFR 820, manufacturers must retain complaint files
for at least two years after the device is no longer in distribution, while the EU MDR mandates a minimum
of 10 years for most devices. For implantable devices, the retention period may extend to the lifetime of the
device plus 10 years.

Traceability refers to the ability to track a device’s history, location, or use through recorded information.
Effective traceability often relies on the Unique Device Identifier (UDI) system, which provides a
standardized method for identifying devices at the unit level. With a UDI, a complaint can be linked directly
to the specific batch or serial number, facilitating rapid root cause identification and targeted field actions.

Manufacturer is the legal entity that designs, manufactures, or otherwise produces a medical device. The
manufacturer bears ultimate responsibility for establishing and maintaining the complaint handling system,
ensuring compliance with all applicable regulations, and for submitting required reports to authorities.

Importer and Distributor play supporting roles in the supply chain. While the primary responsibility for
complaint handling rests with the manufacturer, importers and distributors must cooperate by forwarding
complaints to the manufacturer and by providing necessary device information (such as batch numbers) to
aid investigations.

Authorized Representative (AR) is a person or entity appointed by a manufacturer outside the European
Economic Area to act on their behalf. The AR must ensure that the manufacturer’s complaint handling
procedures meet EU requirements and must be able to receive and forward complaints to the manufacturer
promptly.

Notified Body is an independent organization designated by an EU Member State to assess the conformity
of certain devices before they are placed on the market. While the Notified Body does not directly handle
complaints, it audits the manufacturer’s complaint handling system as part of the conformity assessment

Read online: https://certificates.gsbf.co.uk/guides/36051612/
complaint-handling-systems-and-regulations

Greenwich School of Business and Finance · 01 Aug 2026



G U I D E

process.

Complaint handling procedure is the documented set of steps that define how complaints are received,
evaluated, investigated, and closed. The procedure typically includes sections on complaint intake,
classification, investigation, root cause analysis, CAPA, and closure. It also outlines responsibilities, required
documentation, and communication pathways with regulatory authorities.

Complaint source identifies where the complaint originated, such as a user, healthcare professional, patient,
or a third‑party service provider. Knowing the source helps in assessing the credibility of the information
and may influence the prioritization of the complaint. For example, a complaint from a hospital’s biomedical
engineering department may be given higher priority than one from a patient who lacks technical expertise.

Complaint classification is the process of assigning a severity level to a complaint based on its potential
impact on patient safety. Common classification schemes include “non‑serious,” “serious,” and
“life‑threatening.” Classification guides the urgency of investigation and reporting.

Severity is a qualitative measure of the potential harm that a device issue could cause. It is often combined
with “probability” to conduct a risk assessment. A high‑severity, low‑probability issue may still require a
thorough investigation because of its potential impact.

Probability assesses the likelihood that a particular failure mode will occur. In the context of complaint
handling, probability helps prioritize which complaints merit immediate action versus those that can be
monitored.

Risk assessment is an analytical process that evaluates the combination of severity and probability to
determine the overall risk associated with a complaint. The outcome of a risk assessment informs the
decision to initiate a CAPA, to conduct a field correction, or to issue a recall.

Event in regulatory terminology often refers to any occurrence that may affect the safety or performance of
a medical device. An event can be a complaint, an adverse event, or a malfunction that does not rise to the
level of a complaint but still requires documentation.

Adverse event is a specific type of event that results in death, serious injury, or a medical device malfunction
that could potentially lead to serious injury. Adverse events are subject to mandatory reporting under both
FDA and EU regulations.

Serious adverse event is an adverse event that meets the criteria for seriousness, such as causing death,
permanent impairment, or requiring hospitalization. These events trigger accelerated reporting obligations.

Non‑serious adverse event is an adverse event that does not meet the seriousness criteria but still warrants
documentation and may be reported in periodic safety update reports.

Software log is an electronic record generated by a device’s software that captures operational data, error
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messages, and user interactions. Software logs are invaluable during investigations of complaints involving
digital or programmable devices.

Work instruction is a detailed, step‑by‑step guide that describes how a specific task should be performed.
Work instructions are often the focus of corrective actions when a complaint reveals a procedural deficiency.

Corrective action is the remedial step taken to address the identified root cause of a complaint. It may
involve repairing or replacing a device, updating labeling, or revising a manufacturing process.

Preventive action is the proactive measure implemented to avoid recurrence of a similar complaint in the
future. Preventive actions often involve changes to the quality management system, training programs, or
design specifications.

Verification of effectiveness is the process of confirming that the corrective and preventive actions have
successfully eliminated the identified problem. This verification can include re‑testing the device, monitoring
subsequent complaint trends, or conducting audits.

Electronic complaint management system (ECMS) is a software platform that automates the receipt,
tracking, and analysis of complaints. ECMS solutions often include features such as automated escalation,
customizable workflows, and integrated reporting to regulatory authorities.

Escalation is the formal process of raising a complaint to higher levels of authority within an organization
when the issue meets certain criteria, such as severity or potential regulatory impact. Escalation ensures that
critical complaints receive appropriate attention and resources.

Communication plan outlines how information about a complaint, corrective action, or field action will be
conveyed to stakeholders, including customers, regulators, and internal teams. A clear communication plan
reduces uncertainty and helps maintain trust.

Regulatory submission is the formal transmission of required information to a health authority, such as an
FDA 510(k) supplement, a European Union vigilance report, or a Medical Device Reporting (MDR)
submission. The submission must contain all mandatory elements, be signed by an authorized individual,
and be submitted within the stipulated timeline.

Medical Device Reporting (MDR) is the FDA’s system for receiving adverse event reports. Manufacturers
must submit an MDR when a complaint meets the definition of a reportable event, using the FDA’s
electronic submission gateway.

Post‑market surveillance (PMS) is the systematic collection and analysis of data about a device’s
performance after it has been released to the market. Complaint handling is a core component of PMS,
providing the data needed for risk management updates and regulatory reporting.

Risk management file (RMF) is a collection of documents that demonstrate how a manufacturer has
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identified, evaluated, and controlled risks throughout a device’s lifecycle. Findings from complaint
investigations often lead to updates in the RMF.

Design change is a modification to the device’s design that results from analysis of complaints or other
post‑market data. Design changes must be documented, assessed for impact on safety and performance,
and, where required, approved by a Notified Body before implementation.

Software validation is the process of confirming that a device’s software meets its intended use and
regulatory requirements. If a complaint reveals a software defect, a validation protocol must be executed to
ensure the issue is fully resolved.

Labeling amendment is a change to the device’s labeling, instructions for use, or promotional material that
results from a complaint investigation. Labeling amendments must be reviewed and approved in
accordance with the organization’s change control procedure.

Quality management system (QMS) is the overarching framework that integrates all quality-related
processes, including complaint handling, design control, production, and post‑market surveillance.
ISO 13485 provides the international standard for a QMS in the medical device industry.

Change control is the systematic method for managing modifications to processes, procedures, or product
specifications. Complaint‑driven changes must pass through the change control process to ensure they are
evaluated for risk, documented, and approved before implementation.

Audit trail is a chronological record that documents the sequence of activities, who performed them, and
when. In an electronic complaint system, the audit trail captures actions such as complaint creation, status
changes, and CAPA updates, providing transparency for internal and external auditors.

Internal audit is a scheduled review performed by the organization’s quality team to verify compliance with
internal procedures and regulatory requirements. Complaint handling processes are a frequent focus of
internal audits because they directly impact patient safety.

External audit may be conducted by a Notified Body, a regulatory authority, or a certification body. During
an external audit, auditors will examine complaint files, trend analysis reports, and CAPA records to assess
the effectiveness of the complaint handling system.

Training record documents the education and competency of personnel involved in complaint handling.
Training may cover topics such as regulatory requirements, use of the ECMS, root cause analysis techniques,
and communication skills.

Data integrity is the principle that data must be accurate, complete, and protected against unauthorized
alteration. In complaint handling, data integrity ensures that the information used for investigations and
regulatory submissions is trustworthy.
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Good documentation practice (GDP) provides guidelines for creating, reviewing, and maintaining records.
GDP emphasizes legibility, contemporaneity, and the use of controlled forms or templates.

Regulatory intelligence is the ongoing monitoring of changes in legislation, guidance, and standards that
affect complaint handling. Staying current with regulatory intelligence helps organizations adapt their
procedures proactively.

Complaint closure occurs when all required activities—investigation, root cause analysis, CAPA
implementation, and verification—are completed and documented. A closed complaint must be reviewed
to ensure that the issue has been fully resolved and that any lessons learned have been disseminated.

Lesson learned is the knowledge gained from a complaint that can be applied to improve processes,
training, or product design. Lessons learned are often captured in a knowledge base or shared via internal
bulletins to prevent similar issues.

Cross‑functional team is a group of individuals from different departments (e.G., Engineering, quality,
regulatory affairs, customer service) who collaborate on complaint investigations. Cross‑functional
collaboration ensures that all relevant expertise is applied to resolve the issue efficiently.

SOP (Standard Operating Procedure) is a documented, step‑by‑step instruction that describes how a
routine activity should be performed. SOPs for complaint handling define roles, responsibilities, and the
sequence of actions required for each phase of the process.

Regulatory authority is the governmental body responsible for enforcing medical device regulations, such as
the FDA in the United States, the European Medicines Agency (EMA) in the EU, or national agencies like
Health Canada. Interactions with the regulatory authority may involve submitting reports, responding to
information requests, or participating in inspections.

Inspection is a formal examination conducted by a regulatory authority to assess compliance with
applicable regulations. During an inspection, auditors may review complaint files, interview staff, and
observe the complaint handling workflow.

Observation is a finding by an inspector that indicates a potential non‑conformity. Observations related to
complaint handling may include missing documentation, inadequate root cause analysis, or failure to meet
reporting timelines.

Non‑conformity is a deviation from a specified requirement. In the context of complaint handling, a
non‑conformity could be an incomplete investigation file or an unverified CAPA.

Corrective action request (CAR) is a formal request from an auditor or regulator for the organization to
address identified non‑conformities. A CAR related to complaint handling must be resolved within the
specified timeframe, and evidence of resolution must be retained.
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Regulatory compliance is the state of adhering to all applicable laws, regulations, standards, and guidelines.
Effective complaint handling is a critical component of overall regulatory compliance for medical device
manufacturers.

Risk‑based approach is a methodology that prioritizes resources and actions based on the level of risk
associated with a complaint. By focusing on high‑risk issues first, organizations can allocate investigative
effort where it matters most for patient safety.

Statistical process control (SPC) can be applied to complaint data to monitor process stability and detect
unusual variations. Control charts, for example, can highlight spikes in complaint rates that may signal a
systemic problem.

Device master record (DMR) contains the specifications, drawings, and manufacturing processes for a
device. When a complaint implicates a specific batch, the DMR is consulted to trace the production steps
and identify potential sources of error.

Device history record (DHR) documents the manufacturing history of a specific device unit. The DHR is
essential when a complaint involves a particular serial number, as it provides a detailed account of the unit’s
production and testing history.

Batch record captures the production details for a specific batch of devices. Complaints that reference a
batch number can be investigated by reviewing the batch record to identify any deviations or anomalies
that occurred during manufacturing.

Supplier quality management ensures that components and services provided by external parties meet the
required standards. If a complaint is traced to a supplier‑provided component, the supplier’s quality system
must be evaluated, and corrective actions may be directed at the supplier.

Supplier audit is an assessment of a supplier’s processes and controls. Findings from a complaint
investigation may trigger a supplier audit to verify compliance with contractual quality requirements.

Recall strategy defines the steps for executing a field recall, including notification, retrieval, remediation, and
post‑recall monitoring. The strategy must be aligned with regulatory requirements and tailored to the
specific risk profile of the device.

Recall communication involves informing users, healthcare facilities, and regulators about the recall.
Effective communication includes clear instructions, timelines, and contact information for support.

Recall effectiveness check is the verification that the recalled devices have been retrieved or corrected as
intended. This check may involve field visits, inventory audits, or analysis of returned devices.

Post‑recall surveillance monitors the outcomes after a recall to ensure that the corrective measures have
resolved the safety issue and that no new problems have arisen.
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Software as a Medical Device (SaMD) introduces unique challenges to complaint handling because software
updates can be deployed remotely, and issues may be reported through digital channels. SaMD complaint
handling must incorporate version control, patch management, and remote diagnostic capabilities.

Remote monitoring enables manufacturers to collect device performance data in real time. When integrated
with the complaint handling system, remote monitoring can trigger automated alerts for abnormal
parameters, accelerating the identification of potential safety concerns.

Cybersecurity incident is a specific type of complaint that involves unauthorized access, data breach, or
malicious software affecting a device. Cybersecurity incidents must be reported under applicable
regulations, and the investigation must assess both technical and patient safety impacts.

Human factors analysis examines how users interact with a device and can uncover usability-related
complaints. Incorporating human factors evaluation into complaint investigations helps identify design
improvements that reduce the likelihood of user error.

Usability testing is a proactive activity that evaluates how a device is used in realistic conditions. Findings
from usability testing can be used to address recurring complaints related to confusing interfaces or
ambiguous instructions.

Regulatory submission portal is the online platform used to transmit reports to authorities, such as the
FDA’s Electronic Submissions Gateway (ESG) or the European Union’s Eudamed system. Familiarity with the
portal’s navigation and file format requirements is essential for timely reporting.

Electronic signature is a legally recognized method for signing electronic documents, often required for
regulatory submissions. The electronic signature must meet criteria for authenticity, integrity, and
non‑repudiation.

Version control ensures that only the current, approved documents are used during complaint handling
activities. Version control mechanisms track changes, maintain revision histories, and prevent the use of
obsolete procedures.

Process validation confirms that a manufacturing process consistently produces a device that meets its
specifications. If a complaint reveals a systematic process deviation, a re‑validation may be required to
demonstrate that the process is now under control.

Statistical analysis can be applied to complaint data to identify significant differences between groups, such
as different device models or geographic regions. Techniques such as chi‑square tests or logistic regression
help quantify the impact of variables on complaint rates.

Data mining involves extracting patterns from large sets of complaint data, possibly using machine learning
algorithms. Data mining can reveal hidden correlations, such as a link between a particular accessory and a
specific failure mode.
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Machine learning models can be trained on historical complaint data to predict the likelihood of future
issues. Predictive analytics can guide proactive risk mitigation strategies, reducing the incidence of
high‑severity complaints.

Regulatory liaison is the role responsible for managing communication with health authorities. The liaison
ensures that all required information is provided accurately and that any regulator‑initiated inquiries are
addressed promptly.

Quality risk management (QRM) integrates risk assessment techniques into all quality processes, including
complaint handling. QRM helps prioritize investigations, allocate resources, and document the rationale for
decision‑making.

Documented procedure is a written description of how a specific activity is performed. In complaint
handling, the documented procedure outlines the exact steps for receiving, logging, assessing,
investigating, and closing a complaint.

Form is the standardized template used to capture complaint information. Forms may be paper‑based or
electronic and must include fields for essential data such as device identification, description of the issue,
and supporting evidence.

Workflow defines the sequence of tasks, decision points, and responsible parties in the complaint handling
process. Workflow automation can enforce routing rules, escalation thresholds, and deadline tracking.

Escalation matrix is a chart that specifies the criteria for escalating a complaint to higher management levels
or to external parties such as regulators. The matrix typically includes severity levels, timeframes, and
responsible individuals.

Time‑to‑close is a performance metric that measures the duration from complaint receipt to final closure.
Monitoring time‑to‑close helps assess the efficiency of the complaint handling system and identify
bottlenecks.

Key performance indicator (KPI) is a measurable value that demonstrates how effectively a process is
achieving its objectives. Common KPIs for complaint handling include average investigation time, number
of complaints per thousand devices, and CAPA completion rate.

Continuous improvement is the ongoing effort to enhance the complaint handling process based on data,
feedback, and lessons learned. Tools such as Plan‑Do‑Check‑Act (PDCA) cycles support systematic
improvement.

Plan‑Do‑Check‑Act (PDCA) is a four‑step management method used for continuous improvement. In the
context of complaint handling, the “Plan” phase involves establishing procedures, “Do” executes
investigations, “Check” evaluates outcomes and trends, and “Act” implements corrective actions.
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Regulatory audit trail is the record that demonstrates compliance with reporting requirements. It includes
timestamps of complaint receipt, investigation start, CAPA initiation, and submission to the authority.

Complaint trend report is a periodic document that summarizes complaint statistics, identifies emerging
issues, and proposes actions. The report is often reviewed by senior management and may be included in
regulatory submissions.

Regulatory submission schedule outlines the timing of mandatory reports, such as annual safety updates,
periodic safety update reports (PSUR), and field safety notices. Aligning the complaint handling timeline
with the submission schedule ensures that all required data are available when needed.

Regulatory classification determines the level of scrutiny a device receives based on its intended use and
risk. Classification influences the complaint handling requirements; higher‑risk classes demand more
rigorous investigation and reporting.

Risk classification matrix is a tool that maps severity against probability to assign a risk level (low, medium,
high). The matrix guides the depth of investigation and the urgency of corrective actions.

Device lifecycle encompasses all phases from concept, design, manufacturing, distribution, use, and
eventual disposal. Complaint handling is an integral part of the lifecycle, providing feedback that can
influence design revisions or end‑of‑life decisions.

End‑of‑life management addresses the disposal or decommissioning of devices that are no longer in use.
Complaints related to device disposal, such as environmental hazards, may trigger updates to the
end‑of‑life procedures.

Regulatory harmonization refers to the alignment of requirements across different jurisdictions, facilitating a
single complaint handling process that satisfies multiple markets. Harmonization efforts, such as the Global
Harmonization Task Force (GHTF), aim to reduce duplication of effort.

Global Harmonization Task Force was an international collaboration that developed guidance documents to
standardize medical device regulation. Although the GHTF has been succeeded by the International Medical
Device Regulators Forum (IMDRF), its legacy documents still influence complaint handling practices.

International Medical Device Regulators Forum (IMDRF) continues the work of the GHTF, producing
consensus documents on topics such as post‑market surveillance, unique device identification, and adverse
event reporting. Manufacturers should monitor IMDRF publications for emerging best practices.

Regulatory guidance provides non‑binding recommendations that clarify the interpretation of regulations.
Guidance documents from agencies like the FDA (e.G., “Medical Device Reporting: Frequently Asked
Questions”) are essential references when developing complaint handling procedures.

Regulatory enforcement includes actions taken by authorities when a manufacturer fails to comply with
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complaint handling obligations. Enforcement tools can range from warning letters to product seizures and
civil monetary penalties.

Regulatory compliance audit is a systematic examination of an organization’s processes to verify adherence
to applicable laws and standards. Audits specifically assess the completeness, accuracy, and timeliness of
complaint handling activities.

Regulatory submission content must contain specific elements such as device identification, description of
the event, patient outcome, and corrective actions taken. Incomplete or inaccurate content can lead to
rejection of the submission and delay corrective measures.

Regulatory authority feedback may include requests for additional information, clarification of data, or
recommendations for further actions. Prompt and thorough responses to feedback are critical for
maintaining a cooperative relationship with the regulator.

Regulatory risk assessment evaluates the potential impact of non‑compliance on the organization’s ability
to market its device. High regulatory risk may necessitate additional controls, such as a dedicated
compliance officer overseeing complaint handling.

Regulatory intelligence database is a repository of current regulations, guidance, and enforcement actions.
Maintaining an up‑to‑date database helps the organization anticipate changes that could affect complaint
handling requirements.

Regulatory liaison officer is the designated point of contact for all communications with health authorities.
This officer ensures that all submissions are properly formatted, signed, and transmitted according to the
authority’s procedures.

Regulatory submission checklist is a tool used to verify that all required components of a report are
included before transmission. Checklists reduce the risk of omissions that could result in non‑acceptance of
the submission.

Regulatory submission archive preserves copies of all filings, acknowledgments, and related correspondence
for the required retention period. The archive must be organized for easy retrieval during inspections.

Complaint handling software often integrates with other enterprise systems such as enterprise resource
planning (ERP) and product lifecycle management (PLM). Integration enables seamless flow of device
identification data and facilitates comprehensive analysis.

Data synchronization ensures that information entered in the complaint handling system is reflected in
related systems, preventing data silos and inconsistencies. Real‑time synchronization supports rapid
decision‑making during investigations.

Data security safeguards complaint information from unauthorized access, alteration, or loss. Encryption,
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access controls, and regular backups are essential components of a secure complaint handling environment.

Privacy regulations such as the General Data Protection Regulation (GDPR) impose additional obligations
when complaints contain personal health information. Manufacturers must implement privacy‑by‑design
measures to protect patient data throughout the complaint handling process.

Incident response plan outlines the steps to be taken when a serious complaint or adverse event is
identified. The plan includes roles, communication protocols, and escalation pathways to ensure a
coordinated and timely response.

Medical device vigilance system is the formal mechanism for reporting and tracking serious incidents. The
vigilance system works in tandem with the complaint handling system, feeding data into regulatory reports
and trend analyses.

Vigilance reporting form is the standardized document used to submit serious incident reports to the
competent authority. The form captures details such as patient outcome, device identification, and
corrective actions.

Vigilance database stores all vigilance reports, enabling analysis of incident trends and facilitating
communication with regulators. The database must be searchable, auditable, and capable of generating
required export files.

Recall management plan defines the responsibilities, timelines, and communication strategies for executing
a recall. The plan includes procedures for retrieving devices, providing replacements, and documenting the
recall’s effectiveness.

Recall effectiveness verification confirms that the recall has achieved its intended purpose, such as removing
all affected devices from the market. Verification may involve field audits, inventory checks, and analysis of
returned devices.

Recall classification determines the severity of a recall and informs the communication approach. Class I
recalls are the most serious, requiring immediate public notification, while Class III recalls may involve less
urgent corrective actions.

Recall communication strategy ensures that all stakeholders receive clear, consistent messages about the
recall. Strategies may include press releases, direct letters, website updates, and hotline support.

Recall monitoring tracks the progress of a recall, including the number of devices returned, the status of
corrective actions, and any residual risk. Continuous monitoring helps identify gaps and supports post‑recall
surveillance.

Supplier corrective action request (SCAR) is a formal request sent to a supplier when a complaint implicates
a supplied component. The SCAR outlines the issue, required corrective actions, and timelines for resolution.

Read online: https://certificates.gsbf.co.uk/guides/36051612/
complaint-handling-systems-and-regulations

Greenwich School of Business and Finance · 01 Aug 2026



G U I D E

Supplier quality agreement defines the expectations and responsibilities of both the manufacturer and the
supplier regarding quality, including complaint handling and reporting obligations.

Supplier audit report documents the findings of an audit performed on a supplier’s processes. If a complaint
reveals a supplier‑related defect, the audit report may lead to corrective actions at the supplier level.

Supplier corrective action plan details the steps the supplier will take to address the identified issue,
including root cause analysis, process changes, and verification.

Supplier performance metric evaluates the supplier’s reliability based on criteria such as defect rate, on‑time
delivery, and responsiveness to complaints. Monitoring these metrics helps identify suppliers that may pose
a higher risk to device quality.

Supplier risk assessment evaluates the potential impact of a supplier’s failure on the overall device safety.
High‑risk suppliers may require additional controls, such as dual sourcing or increased audit frequency.

Supplier change notification informs the manufacturer of any changes to a supplied component that could
affect device performance. Manufacturers must assess the impact of such changes and update complaint
handling procedures accordingly.

Supplier re‑qualification is the process of reassessing a supplier after a significant change or after a
complaint has highlighted quality concerns. Re‑qualification may involve new audits, testing, and
documentation review.

Regulatory submission timeline tracker is a tool that monitors the due dates for all required reports,
ensuring that no submission is missed. The tracker integrates with the complaint handling system to pull
relevant data automatically.

Regulatory submission approval is the formal sign‑off by an authorized individual that a report meets all
regulatory requirements and can be transmitted to the authority. The approval must be documented and
retained.

Regulatory submission acknowledgment is the confirmation from the authority that a report has been
received and is under review. Maintaining the acknowledgment is essential for audit trails.

Read online: https://certificates.gsbf.co.uk/guides/36051612/
complaint-handling-systems-and-regulations
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