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IMPORTANT NOTES

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.

For new FSCA reporting, please refer to the Guide for New FSCA Report
Submission.
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Click on the Singpass icon as shown below.

Login to OSCAR?

LOG IN WITH

Singpass |- ez
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Enter the details and click on log in.
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@& samlsingpass.gov.sg/spservice/welcome

P A singopore Government Agency Website

singpass

Advisory Note ~

Your Singpass account contains a lot of personal data. Do not share your username, password and 2FA details with anyone.

“ Login with Singpass

B vour trusted digital identity

Password login

Logging in as Business User

Forgot Singpass ID Reset password
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Complete 2FA verification.

You have not completed your 2FA setup. 2FA is required to access e-Service.

Log in SingPass to register for a OneKey Token and set up your 2FA.

If you are residing overseas and have not updated your address with Immigration & Checkpoints Authority of
Singapore (ICA), click here for more details

You are given a 9999-day grace period to set up your 2FA. From 29/05/2044 onwards, you vill not be able to access this
e-service and others involving sensitive data, until you have set up your 2FA.
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Create Final FSCA
Report

Arrive on the OSCAR landing page.

" HSA Last Login Date:

Login as: | Role: | Logout

7 Investigation FSCA Task Title Case Number Assignee State Task Received On
Create FSCA Report

~| worklist Views g 238 ﬂ
=]
7 @B My Work Queues
W Standard Views
Due Soon
High Priority
Past Day
Past Week
Past Month
Past Quarter
New Tasks
My Views
7 @ Proxy Work Queues
Shared Views

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

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.

Tasks Search and Enquiry

~| Applications

View

% Inwestigation FSCA
{ Eeate FoCa Re%u}ﬁ}
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Create Final FSCA
Report

Select Existing Case and enter the FSCA reference number for the case
you wish to submit the Final Report and click OK.

Create an FSCA Report

* Create FSCA Report '3::3 New Case@ Existing Case
* FSCA Ref No 2020-FSCA-000000

=D
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Create Final FSCA
Report

You may verify in the case information that this is the case for which you
wish to submit the Final Report.

Then, click on the Add ‘#' button at the top right hand corner.

Case Information

Spedal Characters e.g. # (), ; > « "are not allowed in all text fields,

Sub Report Reffo.

DatefTime of submission
|_| 2020-F5CA-D0000L-MROL Netification Report Test Devics Submitted

06,/04,/2020 100000 AN

Case Information

* Type Of Field Safaty Corractive Action
(FSCAJ:

* Type of Regori: 8 Notification Report () P

* F5CA Ref Mo.:

* Sub Report Ref Mo.:

* Cate of Submission: 06 /042020 100000 AN
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Create Final FSCA
Report

Select Final Report in the drop-down list and click OK.
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Type of Submission

Type of Submission:

Motification Report

FollowUp Report
Final Report
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Complete FSCA
Report

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

FIELD SAFETY CORRECTIVE AC TION
FOLLOW-UP { FINAL REPORT (MDRR2 Fomn)
This form may take you 15 minutes to fill in. You will need o prepane certain information m ordar o complete the form
This fonm serves as ihe prescibed form for reporting under Regulations 450130} and 47(1HE) of the Health Products (Medical Devices) Reguiations 2010,

I the space previded in the form is insufficent, please provide the information a5 an attachment
This report is to be submitted no later than 241 days after the commencement of the field safety comactive action

FAEET R
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Complete FSCA
Report

A new entry will be recorded in the Reports section and Report Status will
show Draft.

Select Sub Report Reffo. Type of Report Report Status
D 2020-F5CA-000001-NROL Notification Report Test Device Submitted .
O [ 2020-Fsca-000001-FROL Final Report Test Davics Draft |
\ J
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Complete FSCA
Report

In the FSCA Information section, you are required to clarify if the FSCA
was completed. If yes, please provide the date of completion.

If the FSCA has not been completed, you may wish to submit a Follow-up
report instead.

FSCA Information
* FSCA completed: @ Yes () No %

Qi [v]an 3o
SUN MON TUE WED THU FRI SAT

1 2 3 4
5 6 7 8 9 1w 1
12 13 14 15 1% 17 18

139 2 11 2 B ¥ B
26 3 19 N

N

Effectiveness checks on operational conduct of FSCA:

Final risk evaluation (if different from the initial risk evaluation):

Summary of Product Owner’s Corrective and Preventive action and effectiveness checks

Health Sciences Authority
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Complete FSCA
Report

Provide the actions taken on the affected devices and upload any
documentary proof in the Other Attachments field.

Action taken on affected products

I confirm that the action has been completed on E’Egddjmmfww

I will be

[ Ireturning the affected stocks to the product owner as approved by the Authority®.

[ Idestroying the affected stocks as approved by the Autherity* at (location and date)

[lother action(s) as approved by the Authority* , please specify (* To provide documentary proof of action(s) taken)

Other Information
Other Information:

Other Attachments: | Please Select vl ] Browse...
- J
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Complete FSCA
Report

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.

I attest that the information submitted is true and accurate, and that I am authorized to submit this form on behalf of the company.
Date of this notification: | 31/03/2020 EEB
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Verify and Submit

Verify the report information and click on Yes to submit the report.

You will then be informed if the report has been submitted successfully.

Are you sure you want to submit the task?

0o




MDL L
ANV ANYZ/AN
Io\ooﬂo\ ,o&oﬂo\
ANV ANYZ/AN
Io&oﬂo\ ,o\ooﬂo\
ANV ANYZAN
NYZANY4  \YZANYZ
2 \NYZN S ONYZN
Io\ooﬂo\ 0 ’o\ooﬂo\
ANV ANYZ/AN




