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REGULATORY DOCUMENT FRAMEWORK  /  EU MDR
Post-Market Surveillance Plan
PLAN  /  Systematic surveillance across the device lifecycle
	DOCUMENT ID
	REVISION
	STATUS

	[Manufacturer PMS-PLAN ID]
	[e.g., 0.1]
	DRAFT - unapproved



	LEGAL MANUFACTURER
	DEVICE / FAMILY

	[Full legal manufacturer name]
	[Controlled device / family designation]



	BASIC UDI-DI / APPLICABILITY
	ISSUE DATE

	[Basic UDI-DI or justified N/A]
	[YYYY-MM-DD]



Regulatory basis  EU MDR Arts. 83–84; Annex III §1; MDCG 2025-10
TEMPLATE INSTRUCTIONS  |  Grey italic text is authoring guidance, not evidence. Replace every bracketed field; remove guidance notes before approval. Never infer conformity from the presence of a section. Cite controlled source records and record justified N/A decisions.


Document control and use
Enter actual preparer, independent reviewer where required by your QMS, competent approver, controlled release history and supporting qualifications. A populated template is not an approved report. Record all applicable devices and technical-document links.
	ROLE
	NAME / FUNCTION
	DATE / RECORD

	Prepared by
	[Name and qualification record]
	[Date / record]

	Reviewed by
	[Name and competency record]
	[Date / record]

	Approved under manufacturer QMS
	[Authorised person / role]
	[Approval record; not implied e-signature]



	REV
	DATE
	CHANGE AND REASON
	PREPARED / APPROVED

	0.1
	[Date]
	Initial controlled draft
	[Names / records]



How to complete this template
• Complete headings in sequence, but extend tables and subsections as needed for the device and clinical evidence.
• Use exact controlled intended-purpose, indication, patient-population and claim wording. Do not let narrative silently broaden a claim.
• Each factual assertion or conclusion needs a source ID, version, date and relevant page, table, or dataset locator.
• For missing information, state the gap, why it matters, the action owner and due date. Do not treat silence as “not applicable”.
• Replace or delete grey writing cues and bracketed fields before controlled issue. Confirm required approvals under the manufacturer QMS.
Applicability note: Applies to every MDR device, proportional to device type and risk. Specify the actual proactive system, not just a list of data sources. The PMS system supplies data to risk, CER, PMCF, PSUR/Art. 85 reports and technical documentation.
Document navigation
All numbered sections use Word heading styles. Open View > Navigation Pane to jump between them while completing the template.
The template is organised in the order required for controlled clinical and regulatory review.


Applicability and regulatory source check
Complete this gate for the specific device before writing conclusions. Record actual answers and controlled records, not assumed applicability. Confirm the consolidated EU MDR text and applicable changes on the issue date; MDCG guidance does not override the Regulation.
	Check
	Record / decision

	EU MDR class, classification rule and legal route
	[Enter class, Annex VIII rule, conformity assessment pathway and source record]

	Device scope and status
	[Enter Basic UDI-DI, variants, implantable yes/no, custom-made yes/no, investigational yes/no]

	Clinical evidence route
	[Clinical investigation / existing clinical data / equivalence / Art. 61(10) exception and supporting legal basis]

	Applicable lifecycle reports
	[CEP/CER; PMCF Plan or justified no-PMCF decision; PMS Plan; class-specific PMS report/PSUR; SSCP, as applicable]

	Regulatory text verified
	[EU MDR consolidated edition/date; relevant amendments; checked by/date; source URL and access date]

	Controlled links and reviewer
	[Document index / linked risk, IFU and technical file records; responsible qualified reviewer]


1  |  Device scope, lifecycle and PMS responsibilities
REGULATORY LINK  Arts. 10(9)-(10), 83-84; Annex III
Define covered devices and markets; manufacturer/AR; Basic UDI-DI(s), versions, risk classes, marketed/retired status and device lifetime. Assign surveillance, clinical, vigilance, trending, regulatory and CAPA responsibilities; identify procedures.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
2  |  PMS objectives and known safety / performance concerns
REGULATORY LINK  Art. 83; Annex III §1
From CER, risk file and previous PMS/PMCF, identify the risks, clinical claims, expected benefits, known adverse events and uncertainties that PMS must test. State what constitutes a meaningful new signal.
	PMS goal / source ID
	Safety or performance metric
	Reason for monitoring

	[Objective / R-/CLM- ID]
	[Event rate, accuracy, outcome, measure]
	[Hazard, claim, evidence gap]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
3  |  Active information collection plan
REGULATORY LINK  Annex III §1.1(a)-(b); MDCG 2025-10 §4-5
Plan active searches of complaints, serious and non-serious incidents, expected side effects, distributor/user feedback, trend reports, FSCA, literature, registries, PMCF and similar-device information. Include population exposure, geographic reach and missing-data handling.
	Data source
	Method and frequency
	Owner / record
	Comparable exposure measure

	[Customer complaints / service]
	[Routine intake, coding, monthly]
	[Role / database]
	[Use events, sites, device-hours]

	[Scientific literature and vigilance]
	[Database query / search protocol]
	[Role / search report]
	[Market or exposure scope]

	[PMCF / registry / user survey]
	[Clinical protocol and schedule]
	[Role / plan ID]
	[Exposed patients, follow-up]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
Similar-device clinical performance comparison
Identify the similar products selected for surveillance, why they are medically relevant, and which comparable performance and safety endpoints will be assessed. Where endpoints, populations or follow-up differ, record that limitation; do not present products as legally equivalent without evidence.
REGULATORY LINK  Annex III §1(b) first indent
	Similar device / clinical question
	Comparable metric / source
	Review interval / limits

	[Product / generic category; similarity basis]
	[Endpoint, patient group, period, source reference]
	[Monthly/quarterly etc; difference and interpretation]


4  |  Data quality, coding, deduplication and completeness
REGULATORY LINK  Annex III §1.1(b); MDCG 2025-10 §5.2-5.3
Define event taxonomy, duplicate merging, seriousness and severity classification, coding, source verification, validity of denominator estimates, late reports and data privacy/access. Identify data limits when reliable exposure is unavailable.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
5  |  Measurable indicators, thresholds and trend analysis
REGULATORY LINK  Annex III §1.1(b); Art. 88
For each monitored risk or claim, name numerator, denominator, review window, strata, acceptance/investigation trigger, statistical approach, method owner and rationale. Distinguish investigation thresholds from proven device failure; trend comparable populations and software/hardware versions.
	Indicator / clinical relevance
	Numerator / denominator
	Period / approved threshold
	Action threshold owner

	[e.g., missed detection risk]
	[Events / eligible cases]
	[Quarterly; criterion and reason]
	[Role / WI]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
Article 88 statistical trend and reporting decision
Define observation windows, exposure denominators, a prespecified statistical significance approach, and a decision pathway for statistically significant increases in frequency or severity of qualifying non-serious incidents or expected undesirable side-effects that could significantly affect benefit–risk. Evaluate Article 88 reporting separately from Article 87 serious-incident reporting.
REGULATORY LINK  Art. 88; Annex III §1(b) trend-reporting procedure
	Event / exposure
	Baseline + observation window
	Statistical rule + risk threshold
	Reporting decision / evidence

	[Coding rule, numerator, denominator]
	[Historical rate; start/end dates and sample size]
	[Method, alpha/CI or justified test; threshold]
	[Article 88 yes/no, authority / trend record, report owner]


6  |  Signal triage, vigilance and field corrective actions
REGULATORY LINK  Arts. 87-92; Annex III
Describe decisions for serious incidents, field safety corrective actions, expected side effects, statistical increases and reportable trends. Reference the current vigilance SOP; this plan does not replace country-specific or EU reporting decisions.
	Signal classification
	Initial containment / clinical review
	Reporting determination / record

	[Safety signal type]
	[Patient safety action and deadline]
	[Vigilance/FSCA decision ID]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
External communication and field-safety message control
For each reportable event, field safety corrective action or other communication need, identify the recipient, regulatory route, responsible role, timeframe, evidence of transmission, and confirmation/closure. Match deadlines to the type of event; do not replace legally required vigilance reporting with routine review cycles.
REGULATORY LINK  Annex III §1(b) communication procedures; Arts. 87–89
	Trigger / SOP
	Who receives information
	When and proof of delivery

	[Serious incident, FSCA, trend or safety notice / SOP revision]
	[Competent authority, NB, distributor, healthcare provider, patient/user as applicable]
	[Applicable legal timeline; notice ID, acknowledgement, owner]


7  |  Corrective action and risk management feedback
REGULATORY LINK  Art. 83(4); Annex I §3; Annex III §1.1(b)
Explain how signals open investigations, update hazards or residual risk, prompt design/software/IFU changes, determine CAPA or FSCA, and verify action effectiveness. State escalation levels and decision authority.
	Finding / risk ID
	Decision or change needed
	Verification of effectiveness
	Closure record

	[Signal / risk]
	[CAPA or clinical action]
	[Future outcome and deadline]
	[Record / approver]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
Identification of affected devices and deployed versions
Demonstrate the manufacturer can determine precisely which devices, customers, sites, software releases, configurations and affected populations are involved in a potential field action. Identify the controlled tools and identifiers used to retrieve the deployment list and reconcile it with distribution records.
REGULATORY LINK  Annex III §1(b) traceability for corrective actions; Art. 10
	Traceability source
	Identifiers and population mapped
	Owner / retrieval and verification

	[UDI/device and lot/serial records; deployment database]
	[Basic UDI-DI, UDI-DI where applicable, sites, install/customer, released software/model version]
	[System/report ID; extraction owner; verification / last tested date]


8  |  Clinical evaluation and PMCF interfaces
REGULATORY LINK  Art. 61(11); Annex XIV Part B; Annex III
Identify PMS data that refresh the CER and trigger PMCF, including claims not yet confirmed, changed patient mix, clinical practice, new disease risks and delayed outcomes. Link each planned PMCF measure and report milestone to the relevant risk and claim.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
PMCF Plan or documented non-performance rationale
Select one controlled decision and provide the basis. PMCF is generally expected as part of the clinical evaluation lifecycle. Where PMCF is not performed, document device-specific justification linked to the CER, risk management file and PMS plan; do not substitute a simple unchecked “N/A”.
REGULATORY LINK  Annex III §1(b) final indent; Annex XIV Part B
	Decision
	Controlled evidence
	Approved next review

	[PMCF planned / active / not performed with justification]
	[PMCF Plan ID+revision; or documented non-performance clinical rationale]
	[Responsible clinician, approval record, trigger and date]


9  |  Sales volume, exposed population and reporting metrics
REGULATORY LINK  Art. 86(1); MDCG 2022-21
Define units sold/distributed/installed, active installed base, uses per device, patients exposed and region. Specify estimates and limitations to avoid a false denominator and ensure PSUR comparisons are interpretable.
	Measure / unit
	Method and data source
	Geographic scope
	Data quality

	[Units, patient uses, service time]
	[How estimated; record]
	[EU vs worldwide]
	[Limitations]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
10  |  Surveillance schedule and reporting duties
REGULATORY LINK  Arts. 85-86; Annex III; MDCG 2025-10
Set continuous collection, routine analysis, risk-based reviews, escalation deadlines and output schedule: PMS report for class I or PSUR for classes IIa–III as applicable, and PMCF evaluation report. Class IIa PSUR update at least every two years; class IIb/III at least annually, subject to applicable obligations.
	Output / linked SOP
	Frequency / trigger
	Owner
	Report destination

	[PMS analysis meeting]
	[Interval and justification]
	[Role]
	[Minutes ID]

	[PMS report / PSUR / PMCF report]
	[Applicable statutory + local schedule]
	[Role]
	[QMS record]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
11  |  Changes in standards, clinical guidelines and AI environment
REGULATORY LINK  Art. 83; Annex III; Annex XIV
Describe how the manufacturer monitors changes in clinical practice, software integrations, data acquisition, intended users, population and AI-input/output conditions. For AI, define drift/accuracy measures and links to clinical ground truth where applicable. Document action and version impact assessments.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
12  |  Source-controlled procedures and review approval
REGULATORY LINK  Art. 10(9), Arts. 83-84; Annex III
Record SOP/WI editions, data access, retention/approval processes, record locations, effectiveness reviews and conditions triggering PMS Plan updates. Name document owner and approver.
	Referenced controlled process
	Doc ID / rev
	Review / owner

	[Complaint, vigilance, CAPA, clinical and literature SOP]
	[Exact revisions]
	[Role / review date]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
Regulatory source register
Confirm the current EU MDR consolidated text (edition/date and amendments), applicable clauses, and each MDCG revision before controlled approval. Record reviewer and verification date. MDCG guidance is non-binding; resolve any conflict in favour of applicable law.
1. MDR: View official source
2. MDCG 2025-10: View official source
3. MDCG 2022-21: View official source
4. MDCG 2020-7: View official source
A reference link supports finding the source. The manufacturer remains responsible for verifying current text and relevant clause applicability.
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