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REGULATORY DOCUMENT FRAMEWORK  /  EU MDR
Post-Market Clinical Follow-up Evaluation Report
REPORT  /  Executed clinical follow-up and findings
	DOCUMENT ID
	REVISION
	STATUS

	[Manufacturer PMCF-REPORT 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 Annex XIV Part B §§7-8; MDCG 2020-8
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: Retains MDCG 2020-8 Sections A–G. Report actual data and both favourable and unfavourable findings; compare each activity to the approved PMCF plan.
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]


Section A. Manufacturer contact details
REGULATORY LINK  MDCG 2020-8 Section A
Identify the legal manufacturer, SRN, PMCF report owner, responsible clinical reviewer, PRRC, authorised representative and work contacts. Record the linked PMCF plan number, version and the actual review period.
	Identity / linked record
	Value

	Manufacturer / SRN / AR
	[Controlled names/IDs]

	Linked PMCF plan
	[PMCF Plan ID, rev, date]

	Report period / freeze date
	[Start-end; data lock date]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
Section B. Medical Device description and specification
REGULATORY LINK  MDCG 2020-8 Section B; Annex II
Repeat the controlled scope of device configurations, Basic UDI-DI, intended purpose and patient population, or cite the unchanged plan section with a change/no-change statement. Explicitly identify changed versions, clinical settings, contraindications or populations.
	Attribute
	Status and controlled reference

	Device scope / Basic UDI-DI
	[Details and revisions]

	Changes from PMCF plan
	[None / list with impact]

	IFU / clinical claims / configurations
	[Versions and exact reference]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
Section C. Activities undertaken related to PMCF: results
REGULATORY LINK  MDCG 2020-8 Section C; Annex XIV Part B §7
Report each planned activity including activities not executed and protocol deviations. Distinguish objective results from interpretation. Use compatible measurements; show actual numerator, denominator, subgroup and follow-up completeness; retain negative findings.
C.1  Plan-to-actual activity reconciliation
For every activity listed in PMCF Plan Section C, document its execution status, report ID, number enrolled/exposed, missing data, deviations and reason for postponement or cancellation.
	Activity / plan revision
	Planned vs completed
	Record / dataset
	Deviation and impact

	[PMCF-G/S ID]
	[Target / actual]
	[Executed protocol report]
	[Explanation / corrective action]



C.2  Observed clinical performance and safety
Provide actual endpoint values with denominators, confidence limits where justified, relevant comparator/benchmark, patient group and monitoring period. Define which signals reached action thresholds and which remain uncertain.
	Endpoint / group
	Observed numerator / denominator
	Target / interval
	Interpretation and evidence

	[E.g., urgent triage sensitivity]
	[TP/(TP+FN), N, missing outcomes]
	[Plan criterion, CI]
	[Met / Not met / Uncertain + dataset]



Off-label use, misuse and previously unknown effects
Report whether intended-purpose boundaries were followed, including trends in misuse and off-label use. Compare observed information with the approved PMCF plan and clinical/risk criteria. Explain whether no findings means no cases were found, insufficient monitoring, or the measure could not be calculated.
REGULATORY LINK  Annex XIV Part B §6.1(b),(c),(e), §7; MDCG 2020-8
	PMCF question
	Observed result / denominator
	Risk and clinical interpretation
	Required follow-up

	[Systematic misuse/off-label use; new/known side effects]
	[Numerator, population/exposure, period, site; missing data]
	[Risk ID, IFU consistency, benefit–risk / emerging risk]
	[No action / investigation / CAPA / IFU / plan update]


C.3  Data quality, bias and limitations
Disclose missing follow-up, selection and referral biases, site mix, low enrollment, clinical reference changes and analytical departures from plan. Explain whether the available data can support a robust conclusion.
	Limitation
	Amount / affected data
	Clinical implication
	Mitigation or next study

	[Missing outcome, subgroup imbalance]
	[Count / rate]
	[Effect on inference]
	[Follow-up action]



Section D. Evaluation of clinical data relating to equivalent or similar devices
REGULATORY LINK  MDCG 2020-8 Section D
Summarise new safety/performance publications, registries or publicly available evidence for justified equivalent or similar devices. Identify important differences, emergent hazards, and implications for the current state of the art.
	Device / relationship
	New evidence and result
	Transferability / impact

	[Device ID; similar vs equivalent]
	[Source/version; actual findings]
	[SOTA/risk/CER assessment]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
Section E. Impact of results on the technical documentation
REGULATORY LINK  MDCG 2020-8 Section E; Annex XIV Part B §8
For the CER, risk file, PMS Plan, current PMCF Plan, SSCP, IFU, clinical claims and relevant GSPR mapping, record changed/unchanged status with justification, controlled change record and completion responsibility. A “no change” decision needs evidence.
	Affected record / revision
	Observed PMCF finding
	Impact decision and reason
	Change control / owner

	CER
	[PMCF result]
	[Update / no update + why]
	[CR-..., owner]

	Risk management file
	[New harm / rate]
	[Risk acceptability reassessment]
	[CR-...]

	PMS Plan, IFU or SSCP
	[New knowledge]
	[Specific action or N/A reason]
	[CR-...]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
Controlled CER and technical-document incorporation
The PMCF evaluation report belongs in the clinical evaluation and technical documentation. Identify the receiving CER version/annex and the person responsible for updating it. Map each new finding to risk, clinical claims, GSPR, IFU, PMCF Plan and benefit–risk conclusions.
REGULATORY LINK  Annex XIV Part B §7; Annex II §6.1(d); MDCG 2020-8 Section E
	PMCF report & period
	Receiving CER / TD index
	Impact / document action
	Reviewer + incorporation date

	[PMCF report ID, revision, issue date]
	[CER ID/revision/section or annex; technical file index]
	[Finding, affected risk/claim, updated document versions]
	[Approver / date / remaining open actions]


Section F. Reference to applicable common specifications, harmonised standards or guidance
REGULATORY LINK  MDCG 2020-8 Section F
List the editions actually used to assess findings, note changes during the reporting period, and state whether any revision changes PMCF interpretation or requires further work.
	Reference
	Edition / clause
	Impact conclusion

	[Document]
	[Rev, clause]
	[Finding / action]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
Section G. Conclusions
REGULATORY LINK  MDCG 2020-8 Section G; Annex XIV Part B §§7-8
State whether each planned clinical objective was met, safety and performance continue to be supported, risks remain acceptable, new questions emerged, and what evidence or actions are needed next. Provide the next PMCF Plan revision and target evaluation date.
	Conclusion topic
	Evidence-based determination
	Next action / due date

	Safety / performance
	[Met / Not met / Uncertain]
	[Owner / date]

	Benefit-risk / CER link
	[Changed or unchanged + basis]
	[Document ID/version]

	Remaining clinical questions
	[Gaps and limitations]
	[Future PMCF activity]



[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 2020-8: View official source
3. MDCG 2020-7: View official source
4. MDCG 2025-10: View official source
A reference link supports finding the source. The manufacturer remains responsible for verifying current text and relevant clause applicability.
PMCF-REPORT  |  DRAFT TEMPLATE   •   PAGE 1 OF 1
image1.png








