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	DOCUMENT ID
	REVISION
	STATUS

	[Manufacturer CEP 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 §1(a); Annex I
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 the controlled device scope and its clinical evaluation. The regulatory route and clinical investigation exceptions require device-specific assessment.
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 identity and clinical evaluation scope
REGULATORY LINK  Art. 61; Annex II §1; Annex XIV Part A §1(a)
Identify exactly which Basic UDI-DI(s), models, variants, software configurations, accessories and intended uses this plan covers. Distinguish included from excluded items; cite the device master record.
	Controlled item
	Value / cross-reference

	Device, family, Basic UDI-DI
	[Exact controlled values]

	Variants / accessories / exclusions
	[Models, versions, components]

	Class, rule, pathway and geography
	[MDR class; rule; regulatory route]

	Expected lifetime and changes since prior CEP
	[Lifetime; history; evidence]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
2  |  Intended purpose, users and patient population
REGULATORY LINK  Annex XIV Part A §1(a); Annex II §1.1; Annex I §23
Paste the exact manufacturer-approved intended-purpose statement and intended patients, indications, contraindications, anatomies, environment and users. Do not paraphrase controlled wording. Identify claims that differ by configuration.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
3  |  Clinical benefits, claims and measurable objectives
REGULATORY LINK  Annex XIV Part A §1(a); Art. 2(52)-(53)
For each controlled clinical claim, define the patient-relevant benefit, the clinical outcome/diagnostic metric, unit, comparison population and objective pass criterion. Identify who approved each threshold and why.
	Claim ID / exact claim
	Clinical endpoint / unit
	Acceptance rule and rationale
	Supporting GSPR

	[CLM-001 exact text]
	[e.g., sensitivity %, analysis unit]
	[Threshold, evidence basis, CI rule]
	[GSPR ID]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
Clinical GSPR evidence map
Identify EVERY applicable Annex I GSPR that needs clinical evidence, not only a selection of marketing claims. For each, explain why clinical support is needed or why it is not applicable. Map the exact benefit or safety endpoint and the evidence that will be sought. Cite the approved GSPR checklist.
REGULATORY LINK  Annex XIV Part A §1(a); Annex I; Annex II §4
	GSPR / subject
	Clinical support needed? / rationale
	Objective or risk link
	Planned evidence / record

	[GSPR 1, 3, 8, 9 etc.]
	[Yes/No; why]
	[Benefit, claim, risk ID, defined endpoint]
	[Study / literature / PMS / PMCF record ID]


4  |  Safety endpoints and residual-risk assessment methods
REGULATORY LINK  Annex XIV Part A §1(a); Annex I §§1-9
Identify adverse events, anticipated undesirable effects, false negative/positive harms where appropriate, severity, monitoring denominators, evaluation approach and links to the current risk file. State how risk acceptability and benefit-risk will be judged. Address medicine-delivering components or non-viable animal/human tissues, if present, with a specific benefit-risk approach; otherwise document why not applicable.
	Risk ID
	Harm / residual risk
	Safety measure / denominator
	Acceptability link

	[R-...]
	[Clinical consequence]
	[Measure, window, denominator]
	[Risk plan ID/version]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
5  |  State of the art and diagnostic or treatment alternatives
REGULATORY LINK  Annex XIV Part A §1(a); Annex XIV Part A §1(b)
Define the clinical condition, current treatment or diagnostic pathways, competing methods, performance and safety ranges. Define how SOTA is searched and separated from subject-device evidence, including reference standards and guideline editions.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
6  |  Clinical evidence questions and literature search strategy
REGULATORY LINK  Annex XIV Part A §§1(b)-(c); MDCG 2020-13
Define one or more focused clinical questions covering every intended-purpose theme and claim. Record PICO or equivalent concepts, databases, search concepts, date limits, languages, query syntax, update triggers, and how reproducibility will be maintained.
	Question / scope
	Data source & method
	Search window / date
	Search record ID

	[e.g., diagnosis accuracy in target group]
	[Databases + saved query]
	[Dates / reason]
	[LSR protocol ID/version]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
7  |  Screening, retrieval, appraisal and evidence extraction
REGULATORY LINK  Annex XIV Part A §§1(b)-(c); Annex II §6.1
State objective eligibility criteria, title/abstract screening, full-text retrieval and device-identity confirmation, duplicate-study handling, quality appraisal and controlled human review. Separate observed study results from conclusions and do not pool incompatible endpoints.
	Decision point
	Rule / method
	Recorded evidence

	Screening
	[Include/exclude and reason codes]
	[Screen log ID]

	Full text appraisal
	[Method, bias, applicability, reviewer]
	[Appraisal ID]

	Extraction and synthesis
	[Endpoint compatibility, source locator]
	[Evidence table ID]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
8  |  Evidence route and equivalence position
REGULATORY LINK  Art. 61 §§4-10; Annex XIV Part A §3; MDCG 2020-5
State claimed/not claimed equivalence. Where claimed, require manufacturer-owned technical, biological and clinical comparisons, access-to-data basis and justified differences. If not claimed, document the evidence route. Describe the clinical-investigation strategy and rationale for any exception.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
Clinical investigation and exemption decision
Record the device class, implant status and the precise legal evidence route. A class III or implantable device generally requires a clinical investigation subject to the detailed Article 61 exceptions. Do not assume equivalence alone creates an exemption. Separate Article 61(10) justification from other routes; obtain competent clinical/regulatory review.
REGULATORY LINK  Art. 61(4)-(6), (10); Annex XIV Part A §1(d), §3; Annex XV
	Decision
	Answer + legal basis
	Required evidence / owner

	Class III or implantable?
	[Yes/No; Annex VIII rule]
	[Investigation requirement or qualifying Article 61(4)-(6) exception and evidence]

	Equivalence claimed?
	[Yes/No; owner / other manufacturer]
	[Annex XIV Part A §3 evidence; Art. 61(5) contract/access if applicable]

	Nonclinical-only route under Art. 61(10)?
	[Yes/No; why clinical evidence not appropriate]
	[Risk, interactions, performance claims and bench evidence rationale]

	Final decision
	[Clinical investigation planned / exemption / other route]
	[Qualified reviewer approval / decision record]


9  |  Clinical development and investigation plan
REGULATORY LINK  Annex XIV Part A §1(a); Art. 61; Annex XV
Describe exploratory, pilot, pivotal or PMCF studies as applicable, with investigational objectives, endpoints, sample-size reasoning, sites, follow-up and milestones. If no investigation is planned, document the legal pathway and clinically justified evidence sufficiency assessment.
	Phase / study
	Clinical question and endpoint
	Expected timing
	Decision gate

	[Study ID, or justified none]
	[Purpose, endpoint, population]
	[Milestones]
	[Acceptance criteria]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
10  |  Analysis plan, comparability and benefit-risk decision
REGULATORY LINK  Annex XIV Part A §§1(d)-(e); Annex I §8
Explain how numerical results will be compared to pre-set criteria and compatible state-of-the-art benchmarks. Specify uncertainty measures, subgroup analysis, adverse data treatment and decision rules for Met / Not met / Uncertain. Link the final conclusion to risk acceptability criteria.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
Predefined numerical analysis and subgroup rules
Before evaluating clinical results, specify how each clinical endpoint will be calculated, confidence limits or uncertainty (where appropriate), and clinically important subgroups. Explain sample-size adequacy, comparable populations, missing data, and any planned descriptive analyses. Do not combine incompatible studies or invent data.
REGULATORY LINK  Annex XIV Part A §1(a),(e); Annex II §6.1
	Clinical endpoint / unit
	Method + uncertainty
	Population / sample justification
	Decision threshold / exceptions

	[Endpoint and numerator/denominator]
	[Formula; CI / precision method]
	[Population, subgroup, N rationale, missingness]
	[Manufacturer-approved rule; what triggers review]


11  |  Evidence gaps, intended mitigations and PMCF link
REGULATORY LINK  Art. 61(11); Annex XIV Parts A and B
Identify evidence not yet available, why the gap matters to each claim or risk, required next evidence, owner, timeline and whether data will be generated before certification or through PMCF when justified.
	Gap ID
	Affected claim / risk
	Mitigation / evidence needed
	Owner, due date, status

	[GAP-...]
	[CLM-/R- IDs]
	[Study, PMCF activity, claim limitation]
	[Owner / date]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
12  |  CEP review frequency and change triggers
REGULATORY LINK  Art. 61(11); Annex XIV Part A; Annex III
Record scheduled review and event-based triggers: new clinical literature, risk finding, PMS/PMCF results, new indications, guideline changes, software/model revision, standards changes or changed device configuration. Explain who approves updated evaluation methods.
	Trigger
	Review owner
	Required reassessment
	Record

	[Clinical guideline / PMS / device change]
	[Role]
	[Which CEP/CER sections and endpoints]
	[Change control ID]



[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 2023-7: View official source
5. MDCG 2020-1: 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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