
	Risk Estimation Document

	Date:
	Click here to enter a date.	FSCA Reference:
	Click here to enter text.	FSCA Issued by:
	Click here to enter text.


	1. Product Data

	Manufacturer Name:
	Click here to enter text.	Authorized Representative Name:
	Click here to enter text.
	Device Name:
	Click here to enter text.	Implantable Device:
	☐ Yes
☐ No
	Home-use device:
	☐ Yes
☐ No



	2.  Risk Estimation (Refer to Appendix)

	Issue #
	Hazardous Situation
	Harm
	Severity
	Probability of occurrence 
 (A specific harm will take place)
	Estimated Risk
	Risk Control
(corrective action)

	1
	Click here to enter text.	Click here to enter text.	Choose an item.	Choose an item.	Choose an item.	Click here to enter text.
	2
	Click here to enter text.	Click here to enter text.	Choose an item.	Choose an item.	Choose an item.	Click here to enter text.
	3
	Click here to enter text.	Click here to enter text.	Choose an item.	Choose an item.	Choose an item.	Click here to enter text.
	Rationale description:
Click here to enter text.



	By signing below, I hereby confirm that I am the authorized person from the company listed below, and I am aware of the Requirements for Post-Market Surveillance of Medical Devices (MDS-REQ11), and I have verified the information provided in this document.

	Prepared By
	Name
	Company
	Date

	Regulatory Authorized Person:
	Click here to enter text.	Click here to enter text.	Click here to enter a date.

[image: ]

[image: ]





Code: MDS-F-310-033-V2
	Signature:
	
	




APPENDIX:
	Severity

	Level
	Description

	Negligible – 1
	· No adverse health consequences
· No impact on performance or safety and not noticeable by the customer or user
· Cosmetic impact only, with or without annoyance to the user

	Limited – 2
	· Performance impact, up to and including product failure, but with no risk to the user and patient
· Performance impact, up to and including product failure, with potential harm to the patient or user due to failure of the product to meet performance expectations. Minor injury possible of a transient, self-limiting nature

	Moderate – 3
	· Performance impact, up to and including product failure, with potential for harm to the patient or user due to failure of the product to meet performance expectations. Moderate physical injury possible of a temporary nature with reversible symptoms.

	Severe – 4
	· Performance impact, up to and including product failure with potential for harm to the patient or user due to failure of the product to meet performance expectations. Serious injury possible that is of a permanent or irreversible nature but is not fatal or life threatening.

	Life Threatening – 5
	· Performance impact, up to and including product failure with potential harm to the patient or user due to failure of the product to meet performance expectations. Death of the user or patient could occur.



	Probability of Occurrence

	Level
	Probability of Occurrence

	Remote - 1
	P < 1/1,000,000 (0.0001%)

	Rare - 2
	1/100,000 (0.001%) > P ≥ 1/1,000,000 (0.0001%)

	Occasional - 3
	1/10,000 (0.01%) > P ≥ 1/100,000 (0.001%)

	Frequent - 4
	1/100 (1%) > P ≥ 1/10,000 (0.01%)

	Continuously Occurring - 5
	P ≥ 1/100 (1%)



	
	Severity

	
	Negligible
1
	Limited
2
	Moderate
3
	Severe
4
	Life Threatening
5

	Probability
	Continuously Occurring
5
	Medium
	High
	High
	High
	High

	
	Frequent
4
	Medium
	Medium
	High
	High
	High

	
	Occasional
3
	Low
	Medium
	Medium
	High
	High

	
	Rare
2
	Low
	Low
	Medium
	Medium
	High

	
	Remote
1
	Low
	Low
	Low
	Medium
	Medium
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