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Definition - Post-Market Surveillance activities

Is a set of activities conducted to collect and evaluate experience gained from 

medical devices that have been placed on the market, and to identify the need to 

take any action.

It’s the practice of monitoring the safety of a medical device after it has been 

released on the market in order to ensure the safety and performance of medical 

device and used as intended by the manufacturers and to resolve and share with 

other users any useful, preventive or corrective information 



The purpose of this document is to specify 

and clarify the requirements for post-market 

surveillance of medical devices including the 

procedures and activities listed in the 

“Scope” below.

Requirements for Post-Market Surveillance of Medical 

Devices

purpose



Requirements for Post-Market Surveillance of Medical Devices

Reporting and investigation of adverse events and complaints of medical devices1

Reporting violating medical devices 2

Safety alerts and field safety corrective action (FSCA) for medical devices3

Appointing a contact officer with the National Center of Medical Deices Reporting4

Reprocessing of medical devices5

Resale, loaning or donating used medical devices6

After-sale and maintenance services for medical devices7

Destruction of used medical devices8

➢ The requirements for post-market surveillance of medical devices 

including the procedures and activities below:

Reference:  SFDA MDS-REQ 
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Post-Market Surveillance Activities

Reactive Activities

To Resolve Existing Risks

Proactive Activities

To Avoid Potential Risks

• Risk Analysis

• Post Market Clinical Evaluation

• Auditing Clinical Trials 

• Safe Use Of MD inside HCPs

• Investigation

• Safety Alerts/Field Safety Correction Action (FSCA)

Input



Adverse Event of Medical Devices :

• Any defect or change in the characteristics or performance of a medical device that may

directly or indirectly cause or contribute to the death or serious injury of a user.

Complaint:

• Any kind of communication whether written or oral about insufficiency related to the

medical device or its quality, efficiency, efficacy, usability, safety or performance, in

addition to insufficiency related to the service that impacts the performance of the

medical device.

Reporting and investigation of adverse events and complaints of medical 

devices



Reporting timeline

Shall report to the SFDA as follows:

• Within (2 days) from the date of occurrence or awareness of adverse events or complaint, in

case it represents a serious public health threat.

• Within (10 days) from the date of occurrence or awareness of adverse events or complaint, in

case it represents a threat that may cause or contribute, directly or indirectly, in death or

serious injury.

• Within (30 days) from the date of occurrence or awareness of adverse events or complaint, in

case it represents any effect other than what mentioned in the aforementioned items.

Reporting and investigation of adverse events and complaints 



Required Documents

• Shall provide to SFDA the applicable investigation reports.

• SFDA will evaluate all submitted reports and information and may request additional
information or action if necessary.

Reporting and investigation of adverse events and complaints 

Documents requested from AR:
• Similar reports (both locally or outside KSA)
• Customers list (hospitals, clinics, public…etc.)
• Related communication with concerned customer/s must be documented
• Marketing Authorization information.

Investigation reports include:
A. Initial Report
B. Follow-up Report
C. Final Report



Investigation completion

Reporting and investigation of adverse events and complaints 

The investigation must be completed, and the final report shall be submitted as per following:

• Within 60 days from the date of occurrence or awareness of adverse events or complaint that

require testing the device outside KSA.

• Within 30 days from the date of occurrence or awareness of adverse events or complaint that

require testing the device inside KSA.

• Within 15 days from the date of occurrence or awareness of adverse events or complaint that

does not require testing or technical evaluation.



Public
Companies 
• Distributers
• Importers
• Authorized Representatives

Who 
Can 

Report 

19999 Email
NCMDR

How to Report 



Report 
Submission

• Initial report 
of adverse 
event or 
complaint is 
submitted.

Review and 
Assignment

• Report is 
reviewed and 
an investigator 
is assigned.

Information 
Gathering

• Investigator 
contacts 
reporter and 
gathers 
necessary 
information.

further action

• Assess the 
need for 
further 
regulatory 
actions

Final Report

• Investigator 
review final 
report and 
closes the 
case

Investigation Process



Immediate Actions for Adverse Events/and 

complaints
Protect Patients and Staff

•Ensure immediate safety of all individuals involved. This is the top 
priority in any adverse event.

1

Secure Equipment and Environment

• Isolate the device and related materials. Prevent further use until a 
thorough investigation is completed.

2

Internal Reporting

•Document the adverse events using internal processes. This ensures 
a clear record for further analysis.

3

Notify SFDA

•Report the adverse events to regulatory authorities promptly. This 
initiates the official investigation process.
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Save All Disposables

•Retain all single-use items associated with the adverse events. These 
can provide crucial clues during investigation.

Photographic Documentation

•Take detailed pictures of the device and surrounding area. Visual 
evidence is invaluable for analysis.

Maintain Device Settings

•Do not alter control settings or erase error logs. This preserves 
critical data for investigators.

Isolate Devices and Accessories

•Secure all related equipment in a safe location. This prevents 
tampering and ensures a comprehensive investigation.

Preservation of Evidence



Device

Environment

User

Patient

Accessories/ 
Disposables

Probable 
causes



Device-
Related 
Causes of 
adverse 
events

Device failure

Design or labeling error 

Manufacturing error

Packaging error 

Accessory failure

Software deficiency

Random component failure

Failure of an accessory

Improper maintenance, testing, repair, or lack or failure of pre-use 
incoming inspection

Improper modification



Environmental 
factor Causes 
of adverse 
events

Power supply failure

Medical gas/vacuum systems

Electromagnetic EMI or Radio 
Frequency Interference RFI

Environmental conditions

Improper storage (Temperature, 
humidity, light)



User-Related 
Causes of 
adverse events

Hacking (Cybersecurity) 

Pre-use inspections

Labeling

Mis-assembly

Mise-connection

Incorrect clinical use

Incorrect control settings

Incorrect programming

Spills

Abuse

Inappropriate reliance non automated features

Failure to monitor

Maintenance or incoming inspection



Outcomes of Investigation

Manufacturer Improvements

• Enhanced device designs ,safety features, 
Instruction for user Labelling and Staff Training.

1

Actions for user

• A Safety Communication Notice may be 
published or advice for training. 

2

Regulatory Actions

• Investigations may result in recalls, safety notices, 
or regulatory guidance updates.
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Investigation 
challenges 

Diversity of technologies

Communication 

Numerous causes of injuries

Patient variability 

Limited information available to/from manufacturer

Adverse events accessories, especially disposable devices, are 
discarded

Lose device data 



Case study: Investigating an 

Adverse Events 



Oxygen Flowmeter

Initial information received:

• SFDA received information on Oxygen flowmeter
can be used in more than one medical air outlet.

• It was used on Nitrous oxide outlet instead of
Oxygen outlet, which lead to health deterioration
then patient admitted to ICU for further
treatment.



Oxygen Flowmeter

Part 2: Gas connector 

safety lock

Part 1: oxygen 

flowmeter 

Safety lock 

Information discovered through Investigation:

• Device contain two parts

• Part 1: oxygen flowmeter

• Part2: Gas connector safety lock

• The safety lock not registered and some parts
were supplied without the safety lock.



Oxygen Flowmeter

SFDA Action:

• Published Field safety corrective action to recall
all affected products.

• SFDA took the necessary measures with the
responsible supplier/ manufacturer of part2.
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Post-Market Surveillance Activities

Reactive Activities

To Resolve Existing Risks

Proactive Activities

To Avoid Potential Risks

• Risk Analysis

• Post Market Clinical Evaluation

• Auditing Clinical Trials 

• Safe Use Of MD inside HCPs

• Investigation

• Safety Alerts/Field Safety Correction Action (FSCA)

Input



Safety Alert:

A notice issued by the NCMDR indicating the risk associated with a medical device or supply and the corrective
actions required to avoid such risk.

Field Safety Corrective Action: 

An action taken by the manufacturer to limit or reduce the risks compromising the safety of a medical device or
supply.

What is a Field Safety Corrective Action?

Acknowledgment Letter: 

A document proves the user has viewed the information and the corrective actions mentioned in the safety 

alerts letter.



Stages of Field Safety Corrective Actions (FSCA)

Reporting FSCA to SFDA or Receiving an Inquiry from the SFDA

Notifying the Affected Users

Corrective Action Plan

Implementing Corrective Actions

Closure

1

2

3

4

5



Stage 1: Reporting FSCA to NCMDR or Receiving an Inquiry from SFDA 

Stages of Field Safety Corrective 

Actions

The manufacturer or authorized representative shall report to the NCMDR 
about FSCAs affecting KSA within (2 days) from the issuing date or FSCA letter, 
and attached the FSCA letter including all the information.

When receiving inquiries from the NCMDR about FSCA, the manufacturer or 
authorized representative shall respond within (5 days) through The Saudi 
Vigilance (NCMDR).



Stage 1



Click here to login using

Unified Electronic System (GHAD)

The leading regional regularity authority for food, drugs and medical 
devices with professional and excellent services that contributes to the 
protection and advancement of the health in Saudi Arabia.



List of Safety Alerts (FSCA) and Inquires





Adding a New Safety Alert



Stage 2:  Notifying the Affected Users

Stages of Field Safety Corrective Actions

Notify all affected customers / users within 5 days.

The manufacture or authorized representative shall keep records of 
communication with the importers, distributors, healthcare providers and users 
which proves they have notified them by the Field Safety Notice.



Stage 2



Stage 3: FSCA Implementation Plan 

The manufacturer or authorized representative shall submit FSCA 
implementation plan within (5 days) from the date of reporting to the 
NCMDR, or from the date of responding to NCMDR inquiry indicating that 
KSA affected by the safety alert, through NCMDR portal.

CAIP form RA form Customers list

The plan consist of:



Corrective Action 
Implementation Plan form



Risk Assessment Form



Affected customers List

Progress Report



Stage 4: Implementing FSCA

Document the following information:  
Safety alert reference number.
Model/Batch (LOT) Number/Serial Number of the affected medical devices.
Data of importers, distributors, healthcare providers and users for whom FSCA implemented on.
A detailed description of the action taken as required in FSCA letter 

Shall record and document proof for implementing any action (e.g., withdrawal, software update, 
updating IFU, replacement, destruction).

In case, unable to comply with the expected date to complete implementation of FSCA, a request to 
extend the expected date shall be submitted to the NCMDR through email (ncmdr.md@sfda.gov.sa)  
with a justification and explanation of the remaining actions and their expected completion date.

The manufacturer or authorized representative shall: 

mailto:ncmdr.md@sfda.gov.sa


Stage 5: Closure



Case study: Issuing safety alerts 

for medical devices



Case study 1: issuing safety alerts for medical devices

Manufacturer: xxx  , AR: xxx

Medical device name: 3-Way Stopcock. , Product codes: Model: xxx.

Reason: Leakage in 3-way stopcock(due to manufacturing defect).

Action: Withdraw all affected devices.

No of affected product: xxx.

Expected date to complete the corrective action: November 25th, 2024.



393 / 15 issued by SFDA

# Safety 

Alerts

60

2024
Safety Alert 

Decisions

Correction: 

290

Removal: 103
High 

Risk

318

Medium 

Risk 

15

Low 

Risk 

26,812,666

# Qty. of Medical 

devices

Statistics

Closed 58%
Under Progress 42%



Thanks
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