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IMPORTANT NOTES
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❑ For companies accessing OSCAR for the first time, please refer to the User 

Account Creation Guide for instructions on how to access OSCAR and create 

accounts for new users. 

❑ If you do not have an OSCAR account, please contact your company’s OSCAR 

Administrator(s) for creation of your OSCAR user account. 

❑ Due to the initiative from Singpass Corppass team, there is a change in the 

Corppass login process. While Singpass is used for logins, Corppass will remain 

as the authorisation system for access.
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Click on the Singpass icon as shown below.

Login
Complete FSCA 

Report
Verify and 

Submit
Create New 
FSCA Report
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Enter the details and click on log in

Login
Complete FSCA 

Report
Verify and 

Submit
Create New 
FSCA Report
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Complete 2FA verification.
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Login
Complete FSCA 

Report
Verify and 

Submit
Create New 
FSCA Report
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Create New FSCA 
Report

Complete FSCA 
Report

Verify and 
Submit

Login

Arrive on the OSCAR landing page. 

*The menu bar may appear different depending on your roles. 
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Create New FSCA 
Report

Complete FSCA 
Report

Verify and 
Submit

Login

Click on Create FSCA Report in the sidebar.

* If this link is not present, please contact your Company OSCAR Administrator to assign the FSCA 
module role to your user account. 
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Create New FSCA 
Report

Complete FSCA 
Report

Verify and 
Submit

Login

Select New Case and click OK. 
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Create New FSCA 
Report

Complete FSCA 
Report

Verify and 
Submit

Login

Declare if the medical devices affected by the FSCA have been 
manufactured or supplied in Singapore. 

*Refer to GN-10 Guidance on Medical Device Field Safety Corrective Action to determine if the 
FSCA is reportable.  
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Create New FSCA 
Report

Complete FSCA 
Report

Verify and 
Submit

Login

Read the instructions carefully and click on Close when you are done.



11

Guide For New FSCA Report Submission

Complete FSCA 
Report

(MDRR1/MDRR3)

Create New 
FSCA Report

Verify and 
Submit

Login

Depending on your declaration, the relevant FSCA form will be presented.

All fields marked with a red asterisk * is mandatory. 

For MDRR1 
instructions, 

click here.

For MDRR3 
instructions, 

click here.
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Complete FSCA 
Report

(MDRR1)

Create New 
FSCA Report

Verify and 
Submit

Login

In the Case information section, indicate the type of FSCA. 

*Note that the Ref No. 20XX-FSCAD-XXXXXX is the draft number for the report. The actual FSCA 
Reference Number will only be issued after the case has been submitted. 

Case Information



13

Guide For New FSCA Report Submission

Complete FSCA 
Report

(MDRR1)

Create New 
FSCA Report

Verify and 
Submit

Login

For Report Source, please indicate if the reporting company is the 
Importer, Wholesaler, Registrant, and/or Manufacturer of the affected 

devices.

For local addresses, you may enter the postal code and click on     .   

Company Particulars
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Complete FSCA 
Report

(MDRR1)

Create New 
FSCA Report

Verify and 
Submit

Login

To add details of the affected device, please click on the Add button.

Device Details
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Complete FSCA 
Report

(MDRR1)

Create New 
FSCA Report

Verify and 
Submit

Login

If the affected device is registered on SMDR, you may click on     to 
display all registered listings and select your affected listing.  

Device Details
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Complete FSCA 
Report

(MDRR1)

Create New 
FSCA Report

Verify and 
Submit

Login

Click on the Add        button or Edit         button to complete the 
Manufacturer, Wholesaler, Importer, and Registrant Information. 

Click on Save and Close after the information is complete.        

Device Details
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Complete FSCA 
Report

(MDRR1)

Create New 
FSCA Report

Verify and 
Submit

Login

Complete the FSCA Information section and ensure that all fields marked 
with an asterisk * is completed.

You may hover the mouse pointer over the field titles for details on the 
required information.

FSCA Information
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Complete FSCA 
Report

(MDRR1)

Create New 
FSCA Report

Verify and 
Submit

Login

If applicable, provide details on the list of changes that will be 
implemented by the software update and complete the table.

Change Notification Details (If applicable)
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Complete FSCA 
Report

(MDRR1)

Create New 
FSCA Report

Verify and 
Submit

Login

You may upload supporting documents and include any additional 
comments in the Other Information field.

Please note that the document to be uploaded must not be an empty document

Other Information
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Complete FSCA 
Report

(MDRR1)

Create New 
FSCA Report

Verify and 
Submit

Login

Complete the declaration section and click on the Submit button at the top 
right hand corner of the page after all information has been completed.
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Verify and Submit
Create New 
FSCA Report

Complete FSCA 
Report

Login

Verify the report information and click on Yes to submit the report. 
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Verify and Submit
Create New 
FSCA Report

Complete FSCA 
Report

Login

Please note down the FSCA Reference Number issued after report 
submission. 

For communications with HSA regarding the FSCA reported, kindly quote 
this FSCA Reference Number.  

MDRR1 submission is completed. 
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Complete FSCA 
Report

(MDRR3)

Create New 
FSCA Report

Verify and 
Submit

Login

In the Case information section, indicate the type of FSCA. 

*Note that the Ref No. 20XX-FSCAD-XXXXXX is the draft number for the report. The actual FSCA 
Reference Number will only be issued after the case has been submitted. 

Case Information
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Complete FSCA 
Report

(MDRR3)

Create New 
FSCA Report

Verify and 
Submit

Login

For Report Source, please indicate if the reporting company is the 
Importer, Wholesaler, Registrant, and/or Manufacturer of the affected 

devices.

For local addresses, you may enter the postal code and click on     .   

Company Particulars
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Complete FSCA 
Report

(MDRR3)

Create New 
FSCA Report

Verify and 
Submit

Login

To add details of the affected device, please click on the Add button.

Device Details



26

Guide For New FSCA Report Submission

Complete FSCA 
Report

(MDRR3)

Create New 
FSCA Report

Verify and 
Submit

Login

If the affected device is registered on SMDR, you may click on     to 
display all registered listings and select your affected listing.  

Device Details
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Complete FSCA 
Report

(MDRR3)

Create New 
FSCA Report

Verify and 
Submit

Login

Click on the Add        button or Edit         button to complete the 
Manufacturer, Wholesaler, Importer, and Registrant Information. 

Click on Save and Close after the information is complete.        

Device Details
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Complete FSCA 
Report

(MDRR3)

Create New 
FSCA Report

Verify and 
Submit

Login

Select the type of post-market information to be submitted in this report. 

Medical Device Post-Market Information
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Complete FSCA 
Report

(MDRR3)

Create New 
FSCA Report

Verify and 
Submit

Login

Provide a copy of the FSN and date of commencement of FSCA by the 
product owner. 

FSCA Information
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Complete FSCA 
Report

(MDRR3)

Create New 
FSCA Report

Verify and 
Submit

Login

If applicable, complete the product defect/complaint information section

Product Defect or Complaint Information
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Complete FSCA 
Report

(MDRR3)

Create New 
FSCA Report

Verify and 
Submit

Login

Complete the declaration section and click on the Submit button at the top 
right hand corner of the page after all information has been completed.
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Verify and Submit
Create New 
FSCA Report

Complete FSCA 
Report

Login

Verify the report information and click on Yes to submit the report. 
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Verify and Submit
Create New 
FSCA Report

Complete FSCA 
Report

Login

Please note down the FSCA Reference Number issued after report 
submission. 

For communications with HSA regarding the FSCA reported, kindly quote 
this FSCA Reference Number.  

MDRR3 submission is completed. 
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