BEVRIK  /  CONTROLLED TEMPLATE
[image: ]  Bevrik
REGULATORY DOCUMENT FRAMEWORK  /  EU MDR
Periodic Safety Update Report
REPORT  /  Annual or biennial safety and performance synthesis
	DOCUMENT ID
	REVISION
	STATUS

	[Manufacturer PSUR 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 Art. 86; Annex III; MDCG 2022-21
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: For MDR class IIa, IIb and III devices as applicable. Report the actual surveillance period and compare with prior reporting periods. Make the PSUR independently understandable without reproducing all raw PMS data.
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  |  PSUR scope, identification and report history
REGULATORY LINK  Art. 86; MDCG 2022-21 Annex I
Record manufacturer/SRN, report ID/revision, leading device if a justified group, notified body where applicable, Basic UDI-DI(s), risk class, period, current certification and market status. State reason for groupings/additions/removals.
	Scope item
	Value and evidence

	Manufacturer, SRN, NB
	[Controlled details]

	Device / Basic UDI-DI / class
	[Group, leading device and rationale]

	Current & previous reporting periods
	[Dates, prior PSUR ID]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
Reporting frequency and scope decision
This template applies to Class IIa, IIb and III devices, subject to legal scope. Document the reporting interval based on classification: IIa at least every two years (and whenever needed); IIb and III at least annually. Define the start/end of the reporting period, latest approval date, due date, and any earlier signal-driven update.
REGULATORY LINK  Art. 86(1); Annex III
	Class / scope
	Minimum interval and due date
	Approved reporting period

	[IIa]
	[At least every 2 years; last issue date + due date]
	[Start/end and whether earlier update needed]

	[IIb or III]
	[At least annually; last issue date + due date]
	[Start/end and any extra update due to safety change]


2  |  Executive summary and benefit-risk status
REGULATORY LINK  Art. 86(1); MDCG 2022-21 Annex I
State explicitly whether the benefit-risk profile worsened, improved or was unchanged, and on what evidence. Summarise new significant signals, major actions and open uncertainties. Note prior PSUR actions and notified-body feedback, if any.
	Decision
	Conclusion and controlled basis

	Overall benefit-risk status
	[Improved / unchanged / worsened / uncertain + why]

	Prior PSUR actions
	[Closed/open, effectiveness]

	New high-priority issues
	[Events, findings, records]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
3  |  Device overview and changes since prior PSUR
REGULATORY LINK  Art. 86(1); MDCG 2022-21 Annex I
Identify exact device and model revisions, intended uses, contraindications, launch/retirement dates, regions and design/software/IFU changes. Explain whether changed versions make trend comparisons invalid.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
4  |  Volume of sales and population exposure
REGULATORY LINK  Art. 86(1); MDCG 2022-21 Annexes I-II
Present yearly and reporting-period units sold or devices in service, estimated patients exposed, use frequency and patient mix, with EU/other regions where relevant. Explain calculation assumptions, installed base versus sales, exposure gaps and inconsistent reporting units.
	Period / geography
	Units / active installed base
	Estimated patients or uses
	Method / limitations

	[Period; EU/world]
	[Counts]
	[Exposure estimate]
	[Method and source record]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
5  |  Serious incidents, deaths and reportability
REGULATORY LINK  Arts. 87-89; MDCG 2022-21 Annex I
Tabulate event types, seriousness, harm, device problem, root cause and reporting region. Show absolute counts, meaningful rates with justified denominator and comparison with prior years. Identify investigations and report decisions, including unconfirmed cases.
	Event category / code
	Count and rate / period
	Investigation outcome
	Vigilance record

	[Harm or malfunction, IMDRF if used]
	[N / exposed unit; prior period]
	[Root cause / uncertainty]
	[Case IDs]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
6  |  Non-serious incidents, undesirable effects and trend reports
REGULATORY LINK  Art. 88; Annex III
Evaluate expected side effects, non-serious complaints, new patterns and predefined trend triggers. Explain observed increases or changes in severity, denominator adequacy and whether regulatory trend reporting applies.
	Issue / type
	Current and previous trend
	Threshold / significance
	Decision and record

	[Event code]
	[N and rate per period]
	[Criterion and analysis]
	[No action / investigation / report]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
7  |  FSCAs, recalls, CAPA and effectiveness
REGULATORY LINK  Arts. 83(4), 87, 86; MDCG 2022-21 Annex I
List field safety corrective actions, notices, recalls and CAPAs by ID, reason, affected device, geographic reach, dates, status and whether the action actually reduced the risk or corrected the problem.
	Action ID and date
	Reason / scope
	Status / effectiveness evidence

	[FSCA/CAPA/recall]
	[Root cause, products, regions]
	[Open/closed and verified outcome]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
8  |  Other PMS and general PMCF information
REGULATORY LINK  Annex III; Art. 86; MDCG 2022-21 Annex I
Summarise complaints, clinician/patient feedback, scientific literature, public registries, similar-device findings, non-reportable performance problems and other PMS data. Explain what was reviewed and why any expected source is missing.
	Source / review period
	Positive and negative findings
	Evidence ID / next action

	[Literature / user feedback / registry]
	[Relevant new knowledge and rate]
	[Search or analysis report]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
9  |  Main specific PMCF findings
REGULATORY LINK  Art. 86(1); Annex XIV Part B
Summarise PMCF objective-by-objective results, including study enrollment, clinical outcome measures, confidence, selection/missing-data limitations, achieved versus planned activities and new clinical risks. Point to the full PMCF evaluation report.
	PMCF activity / endpoint
	Observed vs planned
	Clinical conclusion and risk link

	[PMCF activity ID]
	[Actual N, result, criterion, data quality]
	[Gap, clinical decision, CER/risk ID]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
10  |  State-of-the-art, clinical claims and benefit-risk evaluation
REGULATORY LINK  Art. 86(1); Annex I §§1-9
Compare PMS/PMCF evidence to known risks and clinical performance expectations. Explain whether new standards, treatments, device alternatives or data change conclusions about claims and benefit-risk. Distinguish performance deterioration from reporting variability.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
11  |  Regulatory and technical documentation impact
REGULATORY LINK  Art. 83(3)-(4); Annex III
Document specific impacts on risk management, CER, PMS/PMCF Plans, SSCP, IFU, labels, device software, design verification and need for CAPA or FSCA. A “no change” outcome must be reasoned.
	Document / process
	Change / no-change determination
	Change ID / due date

	[Risk/CER/PMCF/SSCP/IFU]
	[Reason based on report results]
	[Owner, record, target]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
12  |  Overall conclusions, open items and next reporting cycle
REGULATORY LINK  Art. 86; MDCG 2022-21 Annex I
Restate the benefit-risk conclusion with explicit support and limitations. Summarise actions, closure dates, clinical evidence gaps, any notified-body follow-up and next PSUR period/issue date. Do not equate absence of complaints with safety.
	Open issue / conclusion
	Priority and evidence
	Owner / next report

	[Gap / signal]
	[Reason and decision]
	[Owner, date, record]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
Submission, availability and notified-body disposition
Record exactly how the PSUR was provided. Article 86(2) calls for electronic submission for class III or implantable devices, subject to applicable system/transitional arrangements; other IIa/IIb devices follow Article 86(3) availability. Do not assert that submission occurred unless a dated system record, acknowledgement or controlled evidence exists.
REGULATORY LINK  Art. 86(2)–(3); current electronic-system and transitional provisions
	Device / report route
	Recipient / system or availability
	Submission record / status

	[Class III / implantable: Art. 86(2)]
	[NB + applicable system / current transitional route]
	[Date; submission reference; NB evaluation/response; owner]

	[Other class IIa or IIb: Art. 86(3)]
	[NB availability, competent authority on request]
	[TD / repository link; request, dispatch or acknowledgement record]


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 2022-21: View official source
3. MDCG 2025-10: View official source
4. MDCG 2020-8: 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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