
	Risk Evaluation 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

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

	Part number/ Model/ Software Ver. :
	Click or tap here to enter text.	Lot/Serial Numbers:  
	Click or tap here to enter text.


	2. Marketing and Distribution 

	Total Number Of Affected Devices In Distribution:
	Saudi Arabia Market
	Other Countries

	
	Click here to enter text.	Click here to enter text.


	3. Problem Definition and Analysis*

	3.1 Description of the problem:
Click here to enter text.

	3.2 Description of potential hazardous scenarios that could arise during device usage:
Click here to enter text.

	3.3 Description of any adverse events, complaints and problems were related to the device contributing to issuing the FSCA:
Click here to enter text.

	3.4 Adverse Events / Complaints that may be related to the device defect:
	
	Saudi Arabia
	International

	
	No. of Complaints:
	Click here to enter text.	Click here to enter text.
	
	No. of Serious Injuries Reported:
	Click here to enter text.	Click here to enter text.
	
	No. of Deaths Reported:
	Click here to enter text.	Click here to enter text.
	3.5 Is the Investigation complete?
☐ Yes
☐ No
If yes, write the root cause of the problem.
Click here to enter text.

	3.6 Is there any part, material or application used from another manufacturer? if yes, clarify and state the manufacturer name:
Click here to enter text.	

	3.7 Can users easily detect a device failure or defect if it occurs?
Click here to enter text.

	4. Risk Estimation

	4.1 Population at risk

	Immediate and Long Range Health Consequences:
	A. What Segment of the Population is Most at Risk? (Choose all applicable)
	☐ Infants
☐ Critically ill patients
☐ Elderly
☐ Immunocompromised
☐ Pregnant women
	☐ No specific segment
☐ Other:
Click here to enter text.

	
	B. Does the Health Consequence Have Significant Public Impact?
	☐ Yes
☐ No



	4.2 Hazard Estimation

	Assess the hazards associated with use of the defective product (Check All that Might Occur)
	Population at Greatest Risk 
(As selected in 4.1A)
	Overall Population Using Device
 (Everyone else affected)
	Severity

	
	☐	☐	Life-threatening (death has or could occur)

	
	☐	☐	Results in permanent impairment of body function or permanent damage to a body structure.

	
	☐	☐	Necessitates medical or surgical intervention.

	
	☐	☐	Temporary or reversible (without medical intervention).

	
	☐	☐	Limited (transient, minor impairment or complaints).

	
	☐	☐	No adverse health consequences.

	
	☐	☐	Hazard cannot be assessed with the data currently available.





	4.3 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.



	5. Corrective Action

	5.1 Description of planned issue mitigation (Short-term):
Click here to enter text.

	5.2 Detail the process of resolving the issue:
Click here to enter text.

	5.3 Corrective actions types: (Select all applicable)
	☐ Notifying customers
☐ On-site device modifications/inspection
☐ IFU update
☐ labelling change
☐ Product withdrawal 
☐ Product Destruction
	☐ Software upgrade
☐ Product Exchange
☐ Replace Parts
☐ User Training
☐ Other:
Click here to enter text.

	5.4 Will the affected products continue to be marketed during the correction process? If so, please provide further clarification: 
Click here to enter text.

	5.5 If the chosen action is to stop-use or withdraw affected products, what is the probability that a backup/alternative device will be accessible to the user until the impacted product is repaired?
Click here to enter text.

	5.6 Provide the name and contact information of the entity responsible for implementing the correction: 
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: ]
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	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
	Medium
	Medium
	Medium
	High

	
	Remote
1
	Low
	Low
	Medium
	Medium
	Medium
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