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	DOCUMENT ID
	REVISION
	STATUS

	[Manufacturer CER 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. 61; Annex XIV Part A §4; Annex II
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: CER is the manufacturer’s clinical evaluation and must remain linked to the current intended purpose, evidence, risk file, PMS and PMCF. Include favourable and unfavourable evidence.
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  |  Executive summary and regulatory decision
REGULATORY LINK  Art. 61; Annex XIV Part A §4
Summarise device scope and clinical claims; identify evidence basis and key remaining gaps. State whether the current clinical evidence supports intended purpose, applicable GSPRs and acceptable benefit-risk, without assuming a favourable outcome.
	Decision topic
	Summary / basis

	Clinical performance
	[Supported / not supported / uncertain with evidence]

	Clinical safety
	[Finding and residual uncertainties]

	Benefit-risk
	[Conclusion + risk-file version]

	Gaps or conditions
	[Gaps, actions, decision owner]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
2  |  Controlled device identity, configurations and intended purpose
REGULATORY LINK  Annex II §1; Annex XIV Part A
Include Basic UDI-DI, variant/algorithm/software versions, supplied/required accessories, patient population, indications, contraindications, intended users and clinical workflow. Reproduce the exact controlled intended-purpose wording.
	Device configuration
	Scope & controlled source

	[Variant / device ID]
	[Included/excluded; master record link]

	[Clinical claim set]
	[IFU version and intended purpose]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
3  |  Regulatory pathway, classification and evidence route
REGULATORY LINK  Art. 61; Annex VIII; MDCG 2020-5
Record class, classification rule and justification, novel/legacy position, clinical-investigation route and equivalence claim/not claimed. Where equivalence is asserted, detail technical/biological/clinical comparison and permitted evidence access, including residual differences.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
Clinical investigation route: documented eligibility and exceptions
For class III and implantable devices, record whether an Article 61(4) investigation is required and evaluate each applicable exemption. Mark each route not used as N/A with reasons. Article 61(5) reliance on another manufacturer requires the stated ongoing full-access contract and other legal conditions; keep documentary proof. Article 61(10) is a separate justified route and is not an automatic exemption.
REGULATORY LINK  Art. 61(4)-(6),(10); Annex XIV Part A §3; Annex II §6.1
	Route / test
	Decision & conditions
	Evidence and approval

	Art. 61(4) clinical investigation
	[Required/Exception with clause]
	[CIP, CIR, approvals, CE / legacy evidence or Art. 61(4) exception proof]

	Art. 61(5) third-party equivalence
	[Claimed/Not claimed; eligible route]
	[Full-access contract; original evaluation; NB conditions; technical/biological/clinical comparison]

	Art. 61(6) and other applicable exceptions
	[Applicable/Not; specific subparagraph]
	[Legally qualifying certificate / device status, evidence, NB review]

	Art. 61(10) nonclinical evidence route
	[Invoked/Not invoked; case-by-case rationale]
	[Risk analysis, claims, body interaction, bench evidence and reviewer]


4  |  Clinical Evaluation Plan and execution record
REGULATORY LINK  Annex XIV Part A §§1-4
List CEP, search protocol, executed literature search report, appraisal version and deviations. If the process changed, identify why and whether there is a risk of cherry-picking or bias.
	Controlled document
	ID / revision / date
	Deviation or limitation

	CEP
	[Document]
	[N/A or explanation]

	Literature search report
	[Document]
	[Missing full text/search gaps]

	Appraisal register
	[Document]
	[Method changes]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
5  |  State of the art, condition and available alternatives
REGULATORY LINK  Annex XIV Part A §1(a); Annex I §8
Describe clinical disease course, accepted diagnostic/treatment pathways, state-of-the-art performance and safety benchmarks, patient subgroups and comparator methods. Keep SOTA studies separate from subject-device performance claims.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
6  |  Literature search: methods, reproducibility and selection
REGULATORY LINK  Annex XIV Part A §§1(b)-(c); MDCG 2020-13
Summarise exact source search records: databases, date range, run date, protocols, inclusion/exclusion, screening numbers, duplicates, missing full texts and limitations. Reference the full controlled LSR rather than replacing it with a narrative.
	Search stream
	Records found / screened / included
	Protocol and LSR reference

	Subject-device
	[Counts by stage]
	[IDs]

	State of the art / alternatives
	[Counts by stage]
	[IDs]

	Safety / similar devices
	[Counts by stage]
	[IDs]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
7  |  Clinical data inventory and critical appraisal
REGULATORY LINK  Annex XIV Part A §§1(c)-(e); Annex II §6.1
List every relevant favourable and unfavourable clinical source, study/device identity, population, endpoint, follow-up, limitations, appraisal rationale, applicability and the exact source table or page. Duplicate reports of one study must be linked, not double-counted.
	Evidence ID / study
	Design / population
	Appraisal and suitability
	Results locator

	[EV-...]
	[Design, N, site, device model]
	[Bias, relevance, full text status]
	[Source/page/table]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
8  |  Device-specific clinical investigations and real-world evidence
REGULATORY LINK  Art. 61; Annex XIV Part A; Annex XV
Describe investigations, registries or field performance evidence attributable to this exact subject device, including design, approvals, datasets, actual clinical use, outcomes, missing follow-up, and limitations. Distinguish bench test sets from clinical investigations.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
Clinical investigation and external-data evidence inventory
For each actual investigation, cite its protocol, study report, relevant ethical/authority approvals, enrollment, endpoints, and deviations. Evaluate whether investigations outside the EU apply to the claimed EU population and clinical setting; describe any demographic, practice, treatment or outcome differences. Do not call retrospective software-only bench evaluation a clinical investigation without substantiation.
REGULATORY LINK  Art. 61; Annex XV; Annex II §6.1
	Study / country
	Protocol, ethics and regulatory references
	Population, endpoints, deviations
	EU transferability / conclusion

	[Study ID, setting, site]
	[CIP/CIR, ethics, authority, registry, dates]
	[N, inclusion, endpoints, missing data, deviation IDs]
	[Compare users, population, care path, endpoint, limitations]


9  |  Equivalent and similar device evidence
REGULATORY LINK  Art. 61; Annex XIV Part A §3; MDCG 2020-5
Document whether equivalence is claimed. Separate evidence used for equivalence from information on merely similar devices for SOTA and risk surveillance. Justify material differences, relevance of population and clinical setting, and access to required technical documentation.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
Equivalence access and scientific difference record
If evidence is claimed from an equivalent device, identify its manufacturer, device and version. Compare all clinically relevant technical, biological and clinical characteristics and explain each difference using scientific evidence. Record ongoing access to data where Article 61(5) applies; if conditions are not met, do not count the data as demonstrated equivalence.
REGULATORY LINK  Annex XIV Part A §3; Art. 61(4)-(6); MDCG 2020-5
	Equivalent device / owner
	Technical / biological / clinical comparison
	Difference and evidence
	Data access / conclusion

	[Exact model, owner, version]
	[Compare features, materials and target populations]
	[Difference, scientific effect, reference]
	[Contract/access where required; accepted/rejected by reviewer]


10  |  Clinical performance and objective-by-objective synthesis
REGULATORY LINK  Art. 61; Annex XIV Part A §1(e)
Evaluate each manufacturer-authored claim against approved acceptance criteria and compatible SOTA findings. Report observed numeric results with numerator/denominator, confidence limits where appropriate, same metric definition and follow-up. Label Met / Not met / Uncertain, with evidence IDs.
	Exact claim / objective
	Acceptance / SOTA benchmark
	Device observed result
	Decision and evidence

	[CLM-001]
	[Metric, units and threshold]
	[Value, N, CI, population]
	[Met / Not met / Uncertain; EV]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
11  |  Clinical safety, adverse events and residual risks
REGULATORY LINK  Annex I §§1,3-9; Annex XIV Part A
Report event counts/rates and severity, known and new harms, false results where relevant, undesirable effects, subgroup risks, off-label use signals, PMS complaints and corrective actions. Compare residual risks to the risk file’s actual acceptability matrix; do not confuse risk-control implementation with effectiveness.
	Risk / harm
	Observed rate / severity
	Control and effectiveness evidence
	Decision

	[Risk ID]
	[Events / denominator / time]
	[Control verification ref]
	[Acceptability and action]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
12  |  Overall benefit-risk determination
REGULATORY LINK  Art. 61(1); Annex I §§1 and 8
Explain patient-relevant clinical benefit versus all known and foreseeable harms, alternatives, uncertainties and data gaps for every intended indication and population. Use source numbers and manufacturer criteria; if evidence is insufficient, say so plainly.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
13  |  PMS, PMCF, PSUR and feedback integration
REGULATORY LINK  Art. 61(11); Articles 83-86; Annex III; Annex XIV Part B
List last/current PMS, PMCF, PSUR and vigilance evidence, new signals and actual corrective actions. Identify changes to clinical claims, endpoints, state-of-the-art benchmarks, risk file, warnings and remaining data needs.
	Source / version / period
	Key safety or performance change
	CER response and action

	[PSUR / PMCF / complaint trend]
	[Observed factual finding]
	[Update, rationale, change ID]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
PMCF report incorporation into CER and technical file
Record the exact PMCF evaluation report version and explain how its findings update THIS CER. Annex XIV Part B §7 treats the PMCF evaluation report as part of the CER and technical documentation. An unattached, unreviewed or outdated reference is not enough: document annex/link location, report review, and any resulting change.
REGULATORY LINK  Annex XIV Part B §7; Annex II §6.1(d)
	Controlled PMCF report
	Included in CER / TD
	Finding carried into CER
	Verified by/date

	[PMCF-R ID, revision, issue date]
	[Annex or controlled repository / exact location]
	[Outcome, gap, risk, claim or decision modified]
	[Clinical evaluator and review date]


14  |  GSPR, IFU, SSCP and claim consistency
REGULATORY LINK  Annex I; Annex II §6; Art. 32
For each clinical GSPR and marketing/IFU/SSCP claim, cite the relevant clinical evidence and identify unsupported wording, warning differences or version conflicts. Do not assert regulatory conformity solely because clinical evidence exists.
	Clinical GSPR / document claim
	Evidence and result
	Version / discrepancy / action

	[GSPR 1 / CLM-...]
	[EV / performance finding]
	[IFU/SSCP link, gap]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
15  |  Final conclusion, limitations and update plan
REGULATORY LINK  Art. 61(11)-(12); Annex XIV Part A §4
State a bounded, evidence-based conclusion for safety, performance, clinical benefit, benefit-risk and GSPR support. Include disconfirming findings, unresolved deficiencies, restrictions, decision owner, re-evaluation triggers and next review date. Avoid generic “safe and effective” assertions.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
16  |  Evaluator competence, independence and approvals
REGULATORY LINK  MDCG 2020-13; manufacturer QMS
Identify contributors and their relevant clinical, scientific, regulatory and device expertise; attach CV/qualification and impartiality references. Record distinct formal approvals according to the manufacturer’s QMS, not a fabricated electronic signature.
	Evaluator / role
	Competence evidence ID
	Conflict / independence record

	[Name / discipline]
	[CV / training / experience]
	[Declaration / resolution]



[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 2020-13: View official source
3. MDCG 2020-5: View official source
4. MDCG 2020-6: View official source
5. MDCG 2020-1: View official source
6. MDCG 2023-7: 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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