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REGULATORY DOCUMENT FRAMEWORK  /  EU MDR
Summary of Safety and Clinical Performance
PUBLIC SUMMARY  /  Clear evidence for healthcare professionals and patients
	DOCUMENT ID
	REVISION
	STATUS

	[Manufacturer SSCP 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. 32; MDCG 2019-9 rev.1
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: Required for class III and implantable devices, excluding custom-made and investigational devices under Art. 32 conditions. The SSCP is validated by the notified body where required. The patient section is intended for cases where patient-facing information is appropriate; separate it clearly from the professional part.
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]


PART I  |  Summary for healthcare professionals
REGULATORY LINK  Art. 32(2); MDCG 2019-9 rev.1
Keep factual, accessible and consistent with the current approved CER, IFU, intended purpose and risk file. Provide source locators and last-updated date; avoid unsupported sales wording.
1  |  Device identification and general information
REGULATORY LINK  Art. 32(2)(a); MDCG 2019-9 rev.1
Record all trade names, manufacturer legal name and address, SRN, Basic UDI-DI, EMDN term, risk class, initial CE certificate year, authorised representative and notified body where relevant.
	Field
	Published value

	Device and Basic UDI-DI
	[Exact values]

	Legal manufacturer / SRN
	[Details]

	NB, initial CE marking, class
	[Relevant details]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
2  |  Intended use, indications and patient group
REGULATORY LINK  Art. 32(2)(b)
State what the device is intended to do, its users, where it is used, eligible patient groups and contraindications. Keep identical clinical meaning to IFU; explain important exclusions.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
3  |  Device description, components and mode of action
REGULATORY LINK  Art. 32(2)(c)
Describe the device in plain terms, earlier generations, important technologies, patient-contact materials/substances where relevant, variants, supplied accessories and how it achieves intended performance. Avoid unsupported descriptions of clinical benefit.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
4  |  Risks, undesirable effects and safety warnings
REGULATORY LINK  Art. 32(2)(h); MDCG 2019-9 rev.1
Summarise residual risks, clinical harms and likely side effects, severity/frequency where known, major warnings and precautions, relevant field safety corrective actions and remaining uncertainty. Align rates and dates with CER/PSUR.
	Risk / unwanted effect
	Frequency and clinical meaning
	Warning or prevention measure

	[Known risk]
	[Numerator/denominator and period]
	[IFU wording or control]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
5  |  Summary of clinical evaluation and PMCF
REGULATORY LINK  Art. 32(2)(f); Annex XIV
Summarise evidence on the exact device, any justified equivalent-device evidence, clinical investigations and other sources. Present patient-relevant benefit with measurable results and key uncertainties. Explain major planned/ongoing PMCF work, not just that PMCF exists.
	Clinical benefit / endpoint
	Observed result and source
	Limitations / planned follow-up

	[Exact claim]
	[Numerical value with denominator; CER ref]
	[Subgroups, PMCF question]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
6  |  Possible diagnostic or therapeutic alternatives
REGULATORY LINK  Art. 32(2)(d)
Describe appropriate existing options patients and clinicians could consider, including relevant benefits and limitations. Avoid saying the device is the only option unless evidence supports it.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
7  |  Suggested user profile and training
REGULATORY LINK  Art. 32(2)(g)
State professional qualifications, competency and training needed to use the device as intended. Give IFU/training references rather than creating new training claims.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
8  |  Harmonised standards and common specifications applied
REGULATORY LINK  Art. 32(2)(e)
List only relevant harmonised standards/common specifications actually applied in the technical file, with edition and any limits of application.
	Reference / edition
	Extent of application

	[Standard / CS]
	[Full / partial / rationale]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
9  |  Revision history and clinical evidence currency
REGULATORY LINK  MDCG 2019-9 rev.1
Record changes to published SSCP, CER/PMCF evidence used, NB validation information where applicable and date of next update.
	Revision / effective date
	Change
	Clinical source version

	[Rev / date]
	[What changed]
	[CER/PMCF/PSUR IDs]



[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]


NB validation, availability and controlled publication check
Before release, verify the applicability of Article 32, complete any required notified-body validation, and record the Eudamed reference or legally applicable transitional publication approach. Ensure the IFU states where the SSCP is available and check all language versions against the current validated content. Keep the released SSCP and validation proof in the technical documentation.
REGULATORY LINK  Art. 32(1)–(2); Annex I §23.4(d); MDCG 2019-9 rev.1
	Release requirement
	Controlled evidence / decision
	Approval / effective status

	Article 32 scope
	[Class III or implantable; applicable exceptions and rationale]
	[Reviewer and decision date]

	Notified-body validation
	[NB validation reference, outcome, validated revision]
	[Do not publish as validated before documented evidence]

	Public availability
	[Eudamed record or applicable transitional publication route; URL/date]
	[Availability checked by/date]

	IFU and language consistency
	[IFU doc/version/page or location text; translation ID]
	[QA review; publication/approval date]


PART II  |  Plain-language summary for patients, where applicable
REGULATORY LINK  Art. 32; MDCG 2019-9 rev.1
Use short everyday sentences, explain medical terms, define remaining risks honestly and coordinate with the approved patient information, implant card and IFU. Remove this part only with a reasoned applicability decision under your regulatory pathway.
Patient-readability review record
If a patient-facing summary is prepared, test whether people from its intended audience can understand the key benefits, risks and alternatives. Record review method, reviewer (patient/user representative or qualified lay-language reviewer), confusing terms corrected and approved final text. State when a separate patient section is not appropriate and why.
REGULATORY LINK  MDCG 2019-9 rev.1; Art. 32
	Review method / audience
	Findings, improvements and evidence
	Sign-off

	[Readability method, test/date, participant type]
	[Questions missed, terms rewritten, source and language]
	[Reviewer, approval record, final document version]


P1  |  What is this device and who makes it?
REGULATORY LINK  Art. 32(2)
Give the device name, manufacturer, key identifier and purpose in words a patient can understand. State what the device is and who it is meant to help.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
P2  |  Why might it be used?
REGULATORY LINK  Art. 32(2)
Describe the condition and expected benefit. Explain which patients it is or is not for, without suggesting it works for everyone.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
P3  |  How does it work and what should patients know?
REGULATORY LINK  Art. 32(2)
Describe at a high level what happens during use, expected lifespan if relevant, and any important limitations, follow-up steps or effects.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
P4  |  What can go wrong, and what should a patient do?
REGULATORY LINK  Art. 32(2)(h)
Explain important remaining risks and side effects, warning signs, and when/how to contact healthcare professionals. State frequency only if evidence supports it.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
P5  |  What do studies and ongoing checks tell us?
REGULATORY LINK  Art. 32(2)(f); Annex XIV
Summarise what is known about benefits and harms using understandable numbers, note uncertainty, and explain ongoing monitoring in everyday language.
[Author response. Include document IDs, applicable dates and evidence references; expand as needed.]
P6  |  Other options and where to learn more
REGULATORY LINK  Art. 32(2)(d)
Describe possible alternatives and direct readers to their healthcare professional, current IFU and device information. Include publication/issue date. Do not present this summary as a substitute for medical advice.
[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 2019-9 rev.1: View official source
3. 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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