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Overview of MEDICS Enhancements 

FSCA Declaration (system enhancement) 

Risk Class (system enhancement) 

Type of Change (s) (dynamic list) 

Device Listing(s) (dynamic list) 

Supporting Documents 
(expanded document categories) 

Improved MEDICS System Functions: 

• Identify and verify applicable change types and SMDR device listings 

• Filter out relevant risk class SMDR listings  

• Increased supporting document categories, mirroring GN-21 Annex 1: Change 

Notification Checklist 
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MEDICS Change Notification 

Application (All risk classes) 

1. Access change@medics e-Service from HSA website. 

Link: http://www.hsa.gov.sg/publish/hsaportal/en/services/medics.html  
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2. After logging in and accepting  terms and conditions, the following screen will appear. 

Fill in all mandatory fields (*) in section 1 Applicant Info. 

Main Page 
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3. Click on Add/Edit Info under section 2 to select the Types of Changes 

Main Page 
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Mixture of normal, and FSCAs 

and/or AE changes 

4. Select the applicable FSCA and/or AE category  

No FSCAs and/or AE changes 

FSCAs and/or AE changes 

only 
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CN Application Submission 

Scenario 1: Selection of 

Single Risk Class 
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5 (a) (i). Select applicable risk class and click Add/ Update when done 

Note: Changes to FSCA/ AEs and Risk Class sections are not possible after submission of CN 

application. Amendments will require withdrawal and resubmission of application, hence verify 

selections carefully before submission. 

None of the changes submitted in this application are related to FSCA and/or AEs 

• Select single risk class 
 

Scenario 1: Selection of Single Risk Class 
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5 (a) (ii). System will determine relevant Types of Change(s) and display for selection 

• Changes are listed on MEDICS in the same order as that in GN-21: Change 

Notification Guidance, Table 1 – Categories of Change Notification 

Scenario 1: Selection of Single Risk Class 
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5 (a) (iii). Select checkboxes in front of blue headers to expand relevant categories of 

change   

Scenario 1: Selection of Single Risk Class 
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5 (a) (iv). Select changes and click Update Form 

• Identify relevant change type and select field in MEDICS 

E.g. To select Design change 

(Tech)  

 

Under MEDICS change list, select 

checkboxes under blue and pink 

category headers, then select 

 

 

System will recognise this as a 

Design change (Tech). 

Scenario 1: Selection of Single Risk Class 
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5 (a) (v). System will return to Change Notification page. Verify change type selected is 

correct, and click Update Form 

Scenario 1: Selection of Single Risk Class 
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6.  Message prompt will appear. Select Ok 

Note: 

a) Verify changes submitted are identical 

• For cross dossier and/or multiple risk class listings 
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7. System returns to Main Page. Input software version into REMARKS section, if 

applicable.  

Note: 

b) Format of software version 

• Model Name (Product Identifier): Latest software version number 

• Model Name 2 (Product Identifier 2): Latest software version number 

Main Page 
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8. Under Affected Device Listing section, select Add/Edit Info 

Main Page 
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Only Class C SMDR listings displayed 

9. Select affected device listing(s) and click Add 

• MEDICS system display only listings relevant to risk class selected in Change 

Notification page. [Refer to section 5 a) i), slide 8] 
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10. Selected listings will be displayed at bottom of page. Click Update Form to return to 

Main Page.  
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11. Under Dossier & Supporting Document(s) section, select Attach/ Remove Document 

Main Page 
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12. Select relevant listing(s) under each document type 

• Only upload the sections relevant to your change.  

• It is mandatory to upload the Annex 2 Summary Table of Change Notification*. 
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13. Click Browse to select the file you wish to upload for each required document type.  
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14. Click Add Attachment to upload the selected file(s). After uploading all required 

documents, click Update Form. 
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15. The Main Form will appear. Select Confirm when ready to submit. 

Main Page 
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16. Message prompt will appear. Select OK.  

Note: 

a) Final check that all changes have been included (no planned changes have been left out from this 

submission) 

 

b) A new CN application cannot be submitted for affected listings till pending CN application is 

cleared 

 

c) Ensure that FSCA/ AEs and Risk Class section has been correctly filled in. This section is not 

changeable once application is submitted to HSA 

Main Page 
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17. The Submit button is only enabled when the Declarations are accepted. 
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18. Proceed to payment advice page for payment and submission of application. 
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CN Application Submission 

Scenario 2: Selection of 

Multiple Risk Class 
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5 (b) (i). Select applicable risk class. [Steps 1 though 4 are identical for this scenario] 

  
None of the changes submitted in this application are related to FSCA and/or AEs 

• Select multiple risk classes 

 

Scenario 2: Selection of Multiple Risk Class 
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5 (b) (ii). Select relevant changes and click Update Form to return to Change Notification Page. 

Closed list of changes will be displayed 

• Change in product owner 

• Change in manufacture site 

• Addition of identical Class A non-sterile accessories   

Scenario 2: Selection of Multiple Risk Class 
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5 (b) (iii). Verify change type selected is correct and click Update Form.  

Scenario 2: Selection of Multiple Risk Class 
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Proceed back to Main Page to select affected listings, upload supporting documents and 

submit application. [Continue from Step 7 above  in Slide 14] 

Scenario 2: Selection of Multiple Risk Class 
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Application Draft Stage 

Amendments:  

Changes to FSCA/ AE and 

Risk Class Categories 
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5 (a) (v). Original Selection of FSCA/AE, Risk class and Type(s) of Changes 

Draft Stage Amendments: Changes to FSCA/ AE and Risk Class 
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Draft Stage Amendments: Changes to FSCA/ AE and Risk Class 

5 (a) (v). New selection: No FSCA/ AEs, Risk Class A, B, C & D  

5 (a) (i). Original selection: No FSCA/ AEs, Risk Class C  
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Draft Stage Amendments: Changes to FSCA/ AE and Risk Class 

5 (a) (vi). Select correct FSCA/ AE category and Risk Class, and update Type of Change 

1. Click here first 
2. Then click Add/ Update  
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Draft Stage Amendments: Changes to FSCA/ AE and Risk Class 

5 (a) (iii). Original selection: No FSCA/ AEs, Risk Class C  -Type of Changes applicable for Single Risk 

Class is displayed  

5 (a) (vii). System will revise and display types of changes relevant to new FSCA/ AE and 

Risk Class selected. Prior selected changes types will be deselected if irrelevant. 

5 (a) (vii). New selection: No FSCA/ AEs, Risk Class A, B, C & D – Type of Changes applicable 

for Multiple Risk Class is displayed 
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Draft Stage Amendments: Changes to FSCA/ AE and Risk Class 

5 (a) (viii). Select relevant changes and click Update Form 
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Draft Stage Amendments: Changes to FSCA/ AE and Risk Class 

5 (a) (ix). System will return to Change Notification page. Verify change type selected is 

correct, and click Update Form.  
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Draft Stage Amendments: Changes to FSCA/ AE and Risk Class 

Proceed back to Main Page to select affected listings, upload supporting documents and 

submit application. [Continue from Step 7 above in slide 14] 
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Notification Applications: 

Status Display 
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“Notification” Status on MEDICS 

 

1. “Pending”: Application is in progress 

2. “Completed”: Application is closed 

Note: What if my “Completed” Notification application contains errors? 

• Submit new Notification application and include an explanation in “Remarks” section. 

 

E.g. Please ignore earlier submitted Notification application MD12345678A due to <<summarise 

error in last submission>>. This CN application will replace application MD12345678A. 

Notification Applications: Status Display 
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Important: 

All pending draft Change Notification 

applications must be submitted latest 30 

March 2014.  

• Any remaining drafts will be removed as a 

result of implementation of new system on 1 

April 2014. 

Removal of Pending Draft CN 

Applications from MEDICS System 
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