Post-Market Surveillance Report
Post-Market Surveillance Report
Use this template to pMS report summarizing field performance for [device_name].
Template Metadata
	Field
	Details

	Category
	Medical Devices

	Owner
	[Team or owner]

	Version
	[Version number]

	Effective Date
	[Date]

	Review Cycle
	[Monthly / Quarterly / Annual / Event-based]

	Status
	[Draft / In Review / Approved]


Report Scope
Identify device family, models, markets, reporting period, and regulatory context.
	Item
	Details
	Owner
	Status

	[Item or requirement]
	[Describe the relevant detail, evidence, or decision]
	[Owner]
	[Open / Complete]

	[Item or requirement]
	[Describe the relevant detail, evidence, or decision]
	[Owner]
	[Open / Complete]


Notes
[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer comments.]
Data Sources
List complaints, service data, vigilance reports, literature, registries, surveys, and production feedback reviewed.
	Item
	Details
	Owner
	Status

	[Item or requirement]
	[Describe the relevant detail, evidence, or decision]
	[Owner]
	[Open / Complete]

	[Item or requirement]
	[Describe the relevant detail, evidence, or decision]
	[Owner]
	[Open / Complete]


Notes
[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer comments.]
Sales and Exposure
Summarize units distributed, active installed base, patient exposure, or procedure volume.
	Item
	Details
	Owner
	Status

	[Item or requirement]
	[Describe the relevant detail, evidence, or decision]
	[Owner]
	[Open / Complete]

	[Item or requirement]
	[Describe the relevant detail, evidence, or decision]
	[Owner]
	[Open / Complete]


Notes
[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer comments.]
Complaints and Events
Present complaint rates, serious incidents, malfunctions, and nonconformance signals.
	Item
	Details
	Owner
	Status

	[Item or requirement]
	[Describe the relevant detail, evidence, or decision]
	[Owner]
	[Open / Complete]

	[Item or requirement]
	[Describe the relevant detail, evidence, or decision]
	[Owner]
	[Open / Complete]


Notes
[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer comments.]
Trend Analysis
Compare current rates to thresholds, prior periods, and known risks.
	Item
	Details
	Owner
	Status

	[Item or requirement]
	[Describe the relevant detail, evidence, or decision]
	[Owner]
	[Open / Complete]

	[Item or requirement]
	[Describe the relevant detail, evidence, or decision]
	[Owner]
	[Open / Complete]


Notes
[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer comments.]
Risk File Impact
State whether PMS data changes risk estimates, controls, labeling, or benefit-risk conclusions.
	Item
	Details
	Owner
	Status

	[Item or requirement]
	[Describe the relevant detail, evidence, or decision]
	[Owner]
	[Open / Complete]

	[Item or requirement]
	[Describe the relevant detail, evidence, or decision]
	[Owner]
	[Open / Complete]


Notes
[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer comments.]
Conclusions
Summarize safety and performance conclusions, actions, and next reporting period. Use objective surveillance language and include rates where possible.
	Item
	Details
	Owner
	Status

	[Item or requirement]
	[Describe the relevant detail, evidence, or decision]
	[Owner]
	[Open / Complete]

	[Item or requirement]
	[Describe the relevant detail, evidence, or decision]
	[Owner]
	[Open / Complete]


Notes
[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer comments.]
Review and Signoff
Document review conclusions, approvals, unresolved items, and next review date.
	Role
	Name
	Date
	Notes

	Preparer
	[Name]
	[Date]
	Notes

	Reviewer
	[Name]
	[Date]
	Notes

	Approver
	[Name]
	[Date]
	Notes


