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Overview of MEDICS Enhancements

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

FSCA Declaration (system enhancement)

=

Risk Class (system enhancement)

Ty ne of Change (S) (dynamic list)

Device Listing(s) (dynamic list)

Supporting Documents

o Copyn (expanded document categories)
Istripution or repr rm—

Reproduction of this document in its entirety for internal use is authorised,




)\, MEDICS Change Notification
V== 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

MEDICS e-Services

apply@medics

Dealer's Licence & Registrant’'s Account
Product registration

Export-Only Unregistered Medical Devices
Certificates

change@medics
Licence/registration/notification:

e Withdrawal

e Amendment for Dealer's license / Submission of update of Class A Medical Device
Exemption List

e Amendment for Registrant's account

e Cancellation

» [Change Notification for Registered Devices
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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.

APPLICATION FORM

1. Applicant Info 2. Change Notification 3. Affected Device Listing Please refer to the
4. Dossier & Supporting Document(s) 5. Remarks Guidelines on the
—
Job Reference No. : MD145001181 Submission Date : 06/01/2014
Status Date : 06/01/2014 Status : Draft

1. APPLICANT INFO

Change the following info if you are applying on behalf of the applicant.

Name : * Wang Lee Hom NRIC/Passport No. : * =8001888K
Tel. No. : * ggog2137 Fax No. : * 12323
Email : *  |eehom@prism.com

2. CHANGE NOTIFICATION

Change Notification

Mote:

For Technical Changes:

Technical Changes for Class C and D medical devices affect the safety, quality or efficacy of these medical devices. These require
HSA's approval prior to implementation of the change in Singapore.

For Review Changes:
FReview Changes for Class A and B medical devices affect the safety, quality or efficacy of these medical devices. These require

o HSA's approval prior to implementation of the change in Singapore.

Disuwudui ui ieprouucuun v wuo
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3. Click on Add/Edit Info under section 2 to select the Types of Changes

2. CHANGE NOTIFICATION

Change Notification

Note:
For Technical Changes:

Technical Changes for Class C and D medical devices affect the safety, quality or efficacy of these medical devices. These require
HSA's approval prior to implementation of the change in Singapore.

For Review Changes:
Review Changes for Class A and B medical devices affect the safety, quality or efficacy of these medical devices. These require
HSA's approval prior to implementation of the change in Singapore.

For Administrative Changes:
Administrative Changes include changes to the information submitted at the point of registration of the medical device and typically

affect the SMOR listing information. These require HSA's approval prior to implementation of the change in Singapare.

For Notifications:
Natifications Changes may be implemented immediately upon successful receipt of the Change Notification application by HSA.

|Elick Add/ Edit Info
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MD2518 - CHANGE NOTIFICATION FOR REGISTERED DEVICE > New Application > Change Notification

4. Select the applicable FSCA and/or AE category

APPLICATION FORM

1. Applicant Info 2. Change Motification 3. Affected Device Listing Please refer to the
4, Dossier & Supporting Document(s) 5. Remarks S S e e T

Change Notification

Declaration if there are any changes due to FSCA or AE
- NONE of the changes submitted in this application are related (0 ———  .— N0 FSCA s and/or AE changes

Filed Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE). .
Mixture of normal, and FSCAs

S0OME of the changes submitted in this application are related 10 ———— —e),
and/or AE changes

" Filed Safety Corrective Action (FSCA) and/ocr Reportable Adverse Events (AE).
ALL of the changes submitted in this application are related to =~ ™—————————————f—— FSCAs and/or AE changes

" Filed Safety Corrective Action (FSCA) and/cr Reportable Adverse Events (AE). only

Medical Device Class
| Class A
| Class B
| Class C
| Class D

To selectfupdate Type of Change(s) for Change Notification Click Add/fUpdate.

LU[H:IatE Form L Close

Best viewed using Internet Explorer 7.0 and above. | Privacy Statement | Terms of Use | H3A Data Protection Policy | Rate Qur Website

m Health Sciences Authority & 2007-2011. All Rights Reserved.
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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

v None of the changes submitted in this application are related to FSCA and/or AEs
« Select singlerisk class

MD2519 - CHANGE NOTIFICATION FOR REGISTERED DEVICE > New Application > Change Notification

APPLICATION FORM

1. Applicant Info

2. Change MNotification 3. Affected Dewvice Listing Please refer to the
4, Dossier & Supporting Document({s) 5.

Remarks Guidelines on the...

Change Notification

Declaration if there are any changes due to FSCA or AE
& MONE of the changes submitted in this application are related to

= Filed Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE).
-~ SOME of the changes submitted in this application are related to

- Filed Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE).

o~ ALL of the changes submitted in this application are related to
- Filed Safety Corrective Action (FSCA) and/or Reportabhle Adverse Events (AE).

Medical Device Class
| Class A

| Class B
v Class C
[ Clas=s D

To select/update Type of Change(s) for Change Notification Elicl{ Add/Update.

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.

Di ; —_—
Reproduction of this document in its entirety for interM



‘\1 Scenario 1: Selection of Single Risk Class
{ HSA 7
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
Table 1 - Categories of Change Notification

Proposed type of change Change Notification Category

1. Change in Manufacturing Facility, Process and Quality

Management System (QMS) Change Notification

1A Please take note that any updates on the Type of Change below, it may impact (by resetting) the changes made to

. the affected device info or (by removing) addition of new device in this application.
All CHEHQES to manufacturlng andfar (by 9) AL

sterilisation  facilities with  no | Selected FSCA Declaration Non-FSCA

] Selected Risk Class Class C
CI"IE.FIQES to  the manufacturlng

and/or sterilisation processes

1B ¥ Change in Manufacturing Facility, Process and Quality Management System

Al changes to manufacturing | Changes to manufacturing and/or sterilisation facilities with ne changes to manufacturing and/or sterilisation processes

[~ Changes to manufacturing processes (including changes made to outsourced processes) that result in a change in

processes (including changes made specifications of a registered medical device

to outsourced processes) that result | Changes to sterilisation processes (including changes made to outsourced processes)

in a change in specifications of a [ Changes to Quality Management System (QMS) certificates for manufacturing and sterilisation facilities
registered medical device [ an update of certificate QMS validity date

[ a cancellation of QM3 certificate for one of the multple existing manufacturing facilities (that is not due to safety, guality
and/or efficacy of the device

| achange in certification body with no change in scope of the certification
[ an expansion of scope of the QMS certification which does not affect the registered medical device
[ other changes

| Changes in Design or Specifications of a registered medical device

[ Changes to materials in a General Medical Device

. Sciences Authority. | Changes to materials in an In-Vitro Diagnostic (IVD) Medical Device
Distribution or fepfogaiﬁh” Or T eoEumentam [ cChanges to labelling of medical device

Reproduction of this document in its entirety for nieinian use 1o QUUIVIIDTU, PIUVIUTU U s OUUm oo oo e
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5 (a) (iii). Select checkboxes in front of blue headers to expand relevant categories of
change

Change in Manufacturing Facility, Process and Quality Management System
Changes in Design or Specifications of a registered medical device
Changes to materials in a General Medical Device

Changes to materials in an In-Vitro Diagnostic (IVD) Medical Device

Changes to labelling of medical device

I i

Changes to registered medical devices listing information

4

Change in Manufacturing Facility, Process and Quality Management System

<] |

Changes in Design or Specifications of a registered medical device
[ All echanges to the control mechanisms, cperating principles and/or design characteristics of a registered medical dewvice

[ Change only involves a de=sign change that does not affect the =zafety, quality or efficacy of the medical device (e.g.
changes that improve device ergonomics, assthetic modification of the device, etc.)

[ other Changes

[ All changes in specifications of a registered medical dewvice

[ Software version number changes only due to changes
1] solely to correct an inadwvertent software error which does not add new functions, does not pose any safety risk and i=
intended to bring the system to specification
ANDSOR
i) which augment interfacing to other non-medical peripherals such as printers or WDiUs and which has no diagnostic or
therapeutic function
AMNDSOR
iii) which only modifies the appearance of the user interface with no risk to diagnostic or therapeutic function of the
device
ANDSOR
iv] which involves other changes that does not affect =afety, quality or efficacy of the medical device

| Others

[ Changes to the IVD analyser that does not impact the performance specifications of the test kits

[T Changes to materials in a General Medical Device
[ Changes to materials in an In-Vitro Diagnostic (IVD) Medical Device
[ Changes to labelling of medical device

Dist | Changes to registered medical devices listing information

Reproduction of this document in its entirety for internal use is authorised, provided the sourcenseoknomicoigetmmmee—_________
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5 (a) (iv). Select changes and click Update Form
« Identify relevant change type and select field in MEDICS

1. Changes in Design or Specifications of a registered medical device
2A

All changes to the control| Are classified as  Technical E.g. To select Design change
(Tech)

mechanisms, operating pnnciples | Changes that require approval from

and/or design characteristics of a | HSA prior to implementation.

Under MEDICS change list, select
checkboxes under blue and pink
category headers, then select

registered medical device

Unless the change only
- involves a design change that | Shall be classified as Notifications.

v
does not affectthe safety, quality or | These changes may be v Other Changes

efficacy of the medical device (e.g. | implemented immediately upon System will recognise this as a
changes that improve device | successful receipt of the Change Design change (Tech).
ergonomics, aesthetic modification | Motification application by HSA.

of the device)

| Change in Manufacturing Facility, Process and Quality Management System

v Changes in Design or Specifications of a registered medical device

v all changes to the control mechanisms, operating principles and/er design characteristics of a registered medical device

[~ Change only involves a design change that does not affect the safety, quality or efficacy of the medical device (e.qg.
changes that improve device ergonomics, aesthetic modification of the device, etc.)

W Other Changes

Luudate Form ‘l l Close ne LEADING INNOVATIVE AUTHORITY
,,,,,,,,,,,, N _rotecting and advancing NATTONAL HEALTH and SAFETY

Reproduction of this document in |ts entlrety for internal use is authorised, provided




‘1 1 . . . .
‘1' HSA Scenario 1: Selection of Single Risk Class

5 (a) (v). System will return to Change Notification page. Verify change type selected is
correct, and click Update Form

MD2519 - CHANGE NOTIFICATION FOR REGISTERED DEVICE > New Application > Change Notification

APPLICATION FORM

1. Applicant Infa 2. Change Notification 3. Affected Dewvice Listing Please refer to the

4. Dossier & Supporting Document(s] 5. Remarks St e fres o (e

Change Notification

Declaration if there are any changes due to FSCA or AE

@ MNOME of the changes submitted in this application are related to
= Filed Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE].

-~ SOME of the changes submitted in this application are related to
- Filed Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE).

= ALL of the changes submitted in thiz application are related to
- Filed Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE).

Medical Device Class
[ Class A
| ClassB
¥ Class C
|  Class D

To selectfupdate Type of Change(s) for Change Notification Click Add/Update.

Changes in Design or Specifications of a registered medical device

All changes to the control mechanisms, cperating principles and/or design characteristics of a registered medical device

Other Changes

ﬁl I Update Form I Close
Disti
Reproduction of this document in its entirety for internal use is authorised,
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6. Message prompt will appear. Select Ok

MD2519 - CHANGE NOTIFICATION FOR REGISTERED DEVICE > New Application > Change Notification

APPLICATION FORM

Flease refer to the

1. Applicant IHFE 2. Chanoe Notification 3. Affected Device Listing
i i =
oLl Message from webpage 2
Change Noti
Declaration if | : : : :
 NONE of the . Please ensure that changes submitted are identical and applicable to all
@ Filed safeh _l_g, device listings
~ SOME of the
- ST If there are changes to software version, please indicate the affected
- ALL of the c : . . .
) Filed Safet model and latest corresponding software version number in Section 5.
Remarks to MDE in the following format:
Medical Device Model Mame (Product Identifier): Latest software version number
[ Class &
|  Class B
v Class C l
|  Class D l OK

To selectfupd al

Selected Type of Change(s) for Change Notificati

Changes in Design or Specifications of a registered ical device

suidelines on the...

Note:
a) Verify changes submitted are identical
* For cross dossier and/or multiple risk class listings

Dis
Reproduction of this document in its entirety for internal use is authorised,
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7. System returns to Main Page. Input software version into REMARKS section, if
applicable.

3. AFFECTED DEVICE LISTING
Please select device listing affected by this Change Notification for Registered Device.

Click Add/Edit Info

1. DOSSIER & SUPPORTING DOCUMENT(s)
Dossier & supporting document(s) should be submitted to the Authority for evaluation.

S/No. |De~.ri|::e Name |Ducument Name |Descriptiun Size (KB) |Llp||:rau:|ec| Date

Click Attach/Remove Document

Remarks to MDB : AEC ¥-Ray System (12340): Version 2.0 -
(You may enter a maximum of

up to 1000 characters.)

i Save Deaft i j Close
Note:

b) Format of software version
* Model Name (Product Identifier): Latest software version number
 Model Name 2 (Product Identifier 2): Latest software version number
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8. Under Affected Device Listing section, select Add/Edit Info

3. AFFECTED DEVICE LISTING
Please select device listing affected by this Change Notification for Registered Device.

Click Add/Edit Info

4. DOSSIER & SUPPORTING DOCUMENT(s)

Dossier & supporting document(s) should be submitted to the Authority for evaluation.

S/MNo. |De'u'i|::e Name |D|:H:ument Name Description Size (KB) |Uploaded Date

Click Attach/Remove Document

Remarks to MDB : ABC X-Ray System (12340): Version 2.0 -
(You may enter a maximum of

up to 1000 characters.)

i Save Draft | i Confirm | i Close |
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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]

MD2517 - CHANGE NOTIFICATION FOR REGISTERED DEVICE > New Application > Affected Device Listing

APPLICATION FORM

1. Applicant Info 2. CThange Motification 3. Affected Dewvice Listing Please refer to the

4. Dossier & Supporting Document(s) 5. Remarks

Suidelines on the...

Search Device(s) for Change Notification for Registered Device

Please take note that the list below will only contains these selected medical devices class (active dewvice only)

Selected FSCA Declaration Non-FSCA
Selected Rizsk Clas=s Class C

Dossier No

Licence Mo :

Dewvice Proprietary/Brand Mame : Starts With -

Search

Total 11 record(s) Page 1 of 2 GO [firzt] | [previous] | [next] | [last

Llegend:

* A pending Change Motification for Registered Device has been created for the device.

“ The IBR Pre-Market application for the device is still under post-approval review.

Total 11 record(s]

Page 1 of 2

(=in]

Licence Mo. Dossier No. Risk Class N Dewvice Proprietary/Brand Mame Expiry Crate
[ *DED0OD1DZ23 C3162A60-10 CLASS C 20101122 DMC AZ[Refer MD12560213wW] os/08/2012
[ *=DE0001017 C316201F-10 CLASS C 20101129 DMC Asd[Refer MD11559828W] 30/06/2012
[ *DEODO1037 CI316202B-10 CLASS C 20101129 DMC 2481 SUP[Refer MD115597038B] 271272011
[ *DEDOOD1D41 C3163764-10 CLASS C IVD 2 Pelebeledbbdbellil el 050172012
[ *DEOQODO1060 C3175D63-11 CLASS O b H H H 05/09/2011
[ *DE0001068 C318094C-11 CLASS C 3 Only CIaSS C SMDR IIStIngS dlsplayed 27102012
[ *DE00DO99S C31931545-10 CLASS C DM _DEV_20100319_ 002 UFI[Refer MD11559811F] 30/06/2012
[ *DEOQOODO1004 C3i193620-10 CLASS O DMC_DEV_UPI_Z20100331_001[Refer MD11560Z206K] 30/06/2011
[ *DE0O001071 C31C522F-12 CLASS C DEY_DMC_20120830_002 0z2,/09/2013
[ *DEODZ22691 C40E334B29-14 CLASS C Dewvice A 02012014[Refer MD145001181] 01/01/2015

[first] | [previous] | [next] | [last

Did To add device(s) for Change Motification for Registered Device, check the checkbox(es) and -|:Ii|:l-|:

Reproduction of this document In Its entirety for INternal Use IS authorised, ProviieT e SoureenseokIOWIENge "
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10. Selected listings will be displayed at bottom of page. Click Update Form to return to
Main Page.

Selected Device(s) for Change Notification for Registered Device
Total 2 record(s) Page 1 of 1 ﬂ [first] | [previous] | [next] | [last]

Licence Mo. Dossier No. Device Proprietary/Brand Name
|  DE0D22691 C40E334B29-14 Device A 02012014

| DE0022652 C40E334829-14 Device B 02012014

Total 2 record(s) Page | of 1 GO [first] | [previous] | [next] | [last]
d

To edit device, click Licence No.
To remove device(s), check the checkbox{es) and click remove.

LUpdate Form H‘L Close
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11. Under Dossier & Supporting Document(s) section, select Attach/ Remove Document

3. AFFECTED DEVICE LISTING
Please select device listing affected by this Change Notification for Registered Device.

Device listing affected

1.(DECD22691) Dewvice A 02012014 (CLASS C), HS Code:30049091, HSA Product Code:Refer to CRPNS
2.(DE0D22692) Dewvice B 02012014 (CLASS C), HS Code:30049091, HSA Product Code:Refer to CRPNS

Estimated Amount
$1700.00

4. DOSSIER & SUPPORTING DOCUMENT(s)

Dossier & supporting document(s) should be submitted to the Authority for evaluation.

Click Add/Edit Info

Click Attach/Remove Document

Remarks to MDB : &
fou may enter a maximum of
up to 1000 characters.)

I Save Draft I I Confirm I l Close I
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12. Select relevant listing(s) under each document type
* Only upload the sections relevant to your change.
* Itis mandatory to upload the Annex 2 Summary Table of Change Notification*.

APPLICATION FORM

1. Applicant Info 2. Change Motification 3. Affected Dewvice Listing Eleaze refer to the
4. Dossier & Supporting Document(s) 5. Remarks Suidelines on the. ..
Job Reference No. : MD145001181 Submission Date : 06/01 /2014
Status Date : 06/01,/2014 Status : Draft

DOSSIER & SUPPORTING DOCUMENT(=)

Please refer to the Guidelines dn on the documents to be attached for different category of Medical Device classes
and IVD category for Change Notification for Registered Device.

Flease attach the following document(s) by typing in the path or click on the browse button.

1. 00 Al nnnex 1 GM-2Z1: Change Motification Checklist Erowse
Device A 02012
Device B 020120

2. | Al Annex 2 GM-21: Summary Table of Change Erowse
DE’\I"i'C-E A 020.12 Maotification *
Device B 020120

3. [ Al Annex 3 GN-21: Medical Device Safety Declaration
Device A 020120
Device B 020120

4. | all Letter of Authorization Erowse
Device A 020120

% Device B 020120
Reproaucuon or s aocument In s enurety 10r inernal use Is autnoriseda, _
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13. Click Browse to select the file you wish to upload for each required document type.

7. [ AN Justification for Addition of Product{s)
Device A 02012
Dewvice B 02012
8. | Al Regulatory Approval Certificate(s)
Device A 02012
Device B 02012
9. | Al Dewvice Information |m
Device A 02012
Device B 02012
10| Al Device Labelling (including Instructions for Use)
Device A 02012
Device B 02012
11.| A Cre=ign wverification and walidation documents Browse
YN including :
Device B 02012
# Preclinical studies e.g. physical test data,
biocompatibility studies, animal studies
and =software wverfication and wvalidation
studies
* Meteorological requirements
# Sterilisation validation (if applicable)
= Shelf-life studies and projected useful life
1240 Al Clinical evidence Browse...
Device A 02012
Device B 02012
13.| Al Rizk Analysis Erowse...
Device A 02012
©o Device B 02012
Dist
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14. Click Add Attachment to upload the selected file(s). After uploading all required
documents, click Update Form.

To attach, clicl-i Add Attachment.

List of Document({s) Attached

Document(s) scanned is virus-free.

S/Mo. :ir [Device Name Ciocument Mame |DE5|:ri|:rti|:|r| Size (KB) IUIJ|IIIEIII|EI:| Drate
[

1. [ |Device & 02012014  |Annex 1 to GN-21 fnnex 1 GN-21: Change Motification 205 |lozfoz2/2014
Change Notification  |Checklist
Checklist.doc

2. |  |Device A 02012014  |Annex 2 to GN-21 Annex 2 GN-21: Summary Table of las |lozfoz/2014
Summary Tahble of |Change Motification
Zhange
Matification.doc

3. | |Device B 02012014  JAnnex 1 to GN-21 Annex 1 GN-21: Change MWotification 205 losfoz/2014
iZhange Notification  |Checklist
Checklist.doc

4, |  |Device B 02012014  |Annex 2 to GN-21 Annex 2 GN-21: Summary Table of las [03/02/2014
Summary Table of |change Motification
Change
[Notification.doc

To remove a document from the abowve list, select the checkbox and click Remove Attachment.

Distribution or repro

Reproduction of this document in its entirety for internal use is authorised,

Sciences Authority.
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15. The Main Form will appear. Select Confirm when ready to submit.

3. AFFECTED DEVICE LISTING
Please select device listing affected by this Change Notification for Registered Dewvice.

Dewvice listing affected

1. (DEOD22591) Dewice A 02012014 (CLASS C), HS Code:30049091, HSA Product Code:Refer to CRPNS
2. (DE0D22692) Dewvice B 02012014 (CLASS C), HS Code:30049091, HSA Product Code:Refer to CRPNS
Across Dossier
Mo
Estimated Amount
$1700.00

Click Add/Edit Info

1. DOSSIER & SUPPORTING DOCUMENT(s

Dossier & supporting document(s) should be submitted to the Authority for evaluation.

SS/MNo. |Dewvice Mame Document Mame |DE5criptiDr| Size [(KEB) Il._lplnaded Date
1. Dewvice A 02012014 lAnnex 1 to GMN-21 lannex 1 GM-21: Change Motification 205 lozrozs2014
Change Motification Checklist
Checklist.doc
2. Dewvice & 02012014 lAnnex 2 to GN-21 lfnnex 2 GM-21: Summary Table of Change 85 |jo3/02/2014
Summary Table of IMotification
Change MNotification.doc
3. Device B 02012014 lannex 1 to GM-21 lannex 1 GM-21: Change Motification 205 j03/02/2014
Change Motification ICTheckli=st
Checklist.doc
EN Dewvice B 02012014 lfnnex 2 to GN-21 lfnnex 2 GM-21: Summary Table of Change 85 jo3/02/2014
Summary Table of Motification
Change MNotification.doc

Click Attach/Remowve Document

Remarks to MDB :
("ou may enter a maximum of
up to 1000 characters.)

p £ oo oo —
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16. Message prompt will appear. Select OK.

Please select de Message from webpage u

Dewvice listing af

1-(DE00226591 3 1 1. Please submit all changes cellectively for all affected device listing in

' an application and note that a Change Motification for Registered
Across Dossie Device application needs to be completed prior to submitting a new
o Change Motification for Registered Device application,

2. (DEOD22592

Estimated Am 2. Please ensure that FSCA / Reportable AE declaration and Risk Classes

$1700.00 are correctly selected; note that no further changes to FSCA /
Reportable AE declaration and Risk Class Selection can be done upon lick Add/Edit Info
submission.

Dossier & su |:|-|:|-|:||

_ Click <OK= to proceed, Click < Cancel= to further update the
S/MNo. |Device Mai . . I Il._lp-ln:raded Crate
: application.
1. Device & 0 losrozizoia
2. Device A& O lozrozrz014
[ CHE; J | Cancel |
3. Dewvice B 0O lozrozrzo1a
IChange Motification ICh& =t I

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

1 ¢) Ensure that FSCA/ AEs and Risk Class section has been correctly filled in. This section is not

o changeable once application is submitted to HSA
Rej
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17. The Submit button is only enabled when the Declarations are accepted.

6. DECLARATION

On behalf of the Product Owner and ABC Co Ltd.,,
a. I hereby affirm that the infarmation provided on this application is correct and complete

b. I attest that [ have the objective evidence to establish that this device(s) meets the safety and effectiveness requirements

I attest that there are no misleading claims made relating to the quality, safety and effectiveness of this device

@ Accept I':::' Decline
l < < Previous ||i Submit || l Close I

C.
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18. Proceed to payment advice page for payment and submission of application.

PAYMENT ADVICE

Please indicate your payment mode and click Submit button to confirm payment. If yvou do not wish to proceed with payment,
click on the Cancel button.

MOHEB HSA PRISM 1

5 ANG MO KIO STREET 62, NCS HUB, SINGAPORE 569141

Attn: Lee Hom Wang
Transaction Type : NEW - Change Motification for Registered Date/Time : 29/11/2013 13:44

Device

Payment Mode ' Online Payment ~

Client Code » C130009968B
Job Reference No. : MD13560807NM

Case Mo. » 13560807

Progressive @ Full Payment Progressive Payment

Fayment

S/No. Description Unit Price (5%) Oty Amount (5%)
1. Matification Fee - Class C Registered MD 500.00 1 500.00
2. Application Fee - Class C Registered MD 1200.00 1 1200.00

‘ _ Total (S§): 1,700.00
I Cancel | |I Submit I
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' HSA Scenario 2: Selection of Multiple Risk Class

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

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

« Select multiple risk classes

MD2519 - CHANGE NOTIFICATION FOR REGISTERED HIGHER-RISK DEVICE > New Application > Change
Notification

APPLICATION FORM

1. Applicant Info 2. Change Notification 3. Affected Device Listing Pleaze refer to the
4, Dossier & Supporting Document{s) 5. Remarks

Suidelines on the...

Change Notification

Declaration if there are any changes due to FSCA or AE

= NONE of the changes submitted in this application are related to
Field Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE).

SOME of the changes submitted in this application are related to
Field Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE).

ALL of the changes submitted in this application are related to
Field Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE).

Medical Device Class
¥ Class A

v Class B
v Class C
¥ Class D

ﬁ To select/update Type of Change(s) for Change Notification click Add/Update.
Reproduction of this document in its entirety for internal use is authorised, provided e sourcensacknowictgetmmeeeee
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‘1' HSA Scenario 2: Selection of Multiple Risk Class

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

MD2519 - CHANGE NOTIFICATION FOR REGISTERED DEVICE > New Application > Change Notification

APPLICATION FORM

1. Applicant Info 2. Change Notification 3. Affected Drevice Listing Elease refer to the

4, Dossier & Supporting Document{s) 5. Remarks Guideline= on Ethe. ..

Change Notification

Please take note that any updates on the Type of Change below, it may impact (by resetting) the changes made to
the affected device info or (by removing) addition of new dewice in this application.

Selected FECA Declaration Non-FSCA
Selected Risk Class Class A, Class B, Class C, Class D

| Change in Manufacturing Facility, Process and Quality Management System
[+ Changes to registered medical devices listing information
| addition of new medical devices to a SYSTEM/ GROUP listing

[~ Changes only invalves an addition of Class A Exempted medical device accessories that complement the registered
medical device a=z a closed =ystem

v All changes in Product Owner including changes in Product Owner Name and Address

I! Update Form !I I Close
Best viewed using Internet Explorer 7.0"and above. | Frivacy =tatement | Terms of Use | HSA Data Protection Policy | Rate Our Website
©

D Health Sciences Authority @ 2007-2011. All Rights Reserved.

-
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5 (b) (iii). Verify change type selected is correct and click Update Form.

Scenario 2: Selection of Multiple Risk Class

MD2519 - CHANGE NOTIFICATION FOR REGISTERED DEVICE > New Application > Change Notification

APPLICATION FORM
1. Applicant Info 2. Change Notification 3. Affected Device Listing Please refer to the

4, Dossier & Supporting Document({s] 5. Remarks e e k=

Change Notification

Declaration if there are any changes due to FSCA or AE

@ MOMNE of the changes submitted in this application are related to
= Filed Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE).

~ SOME of the changes submitted in this application are related to
- Filed Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE).

AlLL of the changes submitted in thiz application are related to
- Filed Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE).

Medical Device Class
v Class A

v Claz= B
vV Class C
v Class D

To selectfupdate Type of Change(s) for Change Notification Click Add /Update.

Selected Type of Change(s) for Change Notification

Changes to registered medical devices listing information

All changes in Product Owner including changes in Product Owner Name and Address

ﬁ Update Form L Close
| ]

Reproduction of this document in its entirety for internal use is authorised, provide the sourcenseoknomicoiget e
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Wealth Sdeanes

Proceed back to Main Page to select affected listings, upload supporting documents and
submit application. [Continue from Step 7 above in Slide 14]

3. AFFECTED DEVICE LISTING
Please select device listing affected by this Change Motification for Registered Device.

Click Add/Edit Info

4. DOSSIER & SUPPORTING DOCUMENT(s)

Dossier & supporting document(s) should be submitted to the Authority for evaluation.

S/No. |DE:‘|.|’iEE: Name |Dun::ument Mame |D&5n:riptiun Size (KB) |L.||'J-|I:I-EIE|EE| Date

Click Attach/Remove Document

Remarks to MDB : m
(You may enter a maximum of
up to 1000 characters.)

i Save Draft | i Confirm | i Close |
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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

MD2519 - CHANGE NOTIFICATION FOR REGISTERED DEVICE > New Application > Change Notification

APPLICATION FORM

1. Applicant Infa 2. Change Notification 3. Affected Dewvice Listing Please refer to the
4. Dossier & Supporting Document(s] 5. Remarks Guidelines on the...

Change Notification

Declaration if there are any changes due to FSCA or AE

@ MNOME of the changes submitted in this application are related to
= Filed Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE].

-~ SOME of the changes submitted in this application are related to
- Filed Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE).

= ALL of the changes submitted in thiz application are related to
- Filed Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE).

Medical Device Class
[ Class A
| ClassB
¥ Class C
|  Class D

To selectfupdate Type of Change(s) for Change Notification Click Add/Update.

Changes in Design or Specifications of a registered medical device

All changes to the control mechanisms, cperating principles and/or design characteristics of a registered medical device

Other Changes

O C Ll..lpdate Form L Close

DiStII
Reproduction of this document in its entirety for internal use is authorised,
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!
5 (a) (i). Original selection: No FSCA/ AEs, Risk Class C

Declaration if there are any changes dues tn FSCA nr AF
MOME of the changes submitted in this
Field Safety Corrective Action (FS
. SOME of the changes submitted in this
- Field safety Corrective Action (FS
. ALL of the changes submitted in this a @% The system has detected a FSCA declaration and/or nisk class section

Field Safety Corrective Action (FS IQ" change, please take note that all prior selection on list of changes will

be reset if it is found not common.

=) Message from webpage 2

Medical Dewvice Class

[ Class A
[ Clas=B
v Class C oK | Cancel
[ Class D

L 4

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

Declaration if there are any changes due to FSCA or AE
MOMNE of the changes submitted in this application are related to
Field safety Corrective Action (FSCA) and/or Reportable Adverse Events [AE).
SOME of the changes submitted in this application are related to
Field safety Corrective Action (FSCA) and/or Reportable Adverse Events [AE).
ALL of the changes submitted in this application are related to
Field safety Corrective Action (FSCA) and/or Reportable Adverse Events [AE).

Medical Dewvice Class
Class &

Clas=s B
Class C
Class O

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

MD2519 - CHANGE NOTIFICATION FOR REGISTERED DEVICE > New Application > Change Notification

APPLICATION FORM

1. Applicant Info 2. Change MNotification 3. Affected Dewvice Listing Fleaze refer to the
4, Dossier & Supporting Document(s) 5. Remarks

Guidelines on the...

Change Motification

Declaration if there are any changes due to FSCA or AE

NONE of the changes submitted in this application are related to

Field Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE).
SOME of the changes submitted in this application are related to

' Field Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE).

- ALL of the changes submitted in this application are related to
Field Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE).

Medical Device Class

[v Class &
[v Class B 1. Click h first
. IC erefTirs
[ Class C 2. Then click Add/ Update
W Class D l

FSCA f Medical Devical Class options are updated. Flease click here to reload the upllated Type of Changes.

To selectf/update Type of Change(s) for Change Motification Click Add/Update.

Selected Type of Change(s) for Change Notification
Changes in Design or Specifications of a registered medical device

All changes to the control mechanisms, operating principles and/or design characteristics of a registered medical device

Other Changes

ﬁ! I Update Form I Close

Reproaucuon or tis aocument in 1ts enurety 1or Internal use IS autnorisea,
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!

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

Change in Manufacturing Facility, Process and Quality Management System
Changes in Design or Specifications of a registered medical device
Changes to materials in a General Medical Device

Changes to materials in an In-Vitro Diagnostic (IVD) Medical Dewvice

Changes=s to labelling of medical device

L i e .

Changes to registered medical devices listing information
[ addition of new medical devices to a FAMILY listing

[ Changes only involves the addition of new devices of the same des=sign, within the existing range of =izes already
registered

[ involves addition of a new device with de=sign change that does not affect the =afety, quality or efficacy of the medical
dewvice (e.g. changes=s that improve device ergonomics, aesthetic modification of the dewice)

[ Other Changes
| addition of new medical devices to a SYSTEM/ GROUP listing

[ Changes only involves an addition of Class A Exempted medical device accessories that complement the registered
medical device as a closed system

[ Other Changes

l 5 (a) (vii). New selection: No FSCA/ AEs, Risk Class A, B, C & D — Type of Changes applicable
for Multiple Risk Class is displayed

| Change in Manufacturing Facility, Process and Quality Management System

¥ Changes to registered medical devices listing information

| Addition of new medical devices to a device listing

[ Changes only involves an addition of non-sterile Class A medical device accessories that complement the registered medical

device as a closed system
© v Al changes in Product Owner including changes in Product Owner Name and Address
Di
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5 (a) (viii). Select relevant changes and click Update Form

| Change in Manufacturing Facility, Process and Quality Management System
v Changes to registered medical devices listing information
| Addition of new medical devices to a device listing

[~ Changes only involves an addition of non-sterile Class A medical device accessories that complement the registered medical
device as a closed system

v ol changes in Product Owner including changes in Product Owner Name and Address

Update Form L Close
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Di

\' HSA

5 (a) (ix). System will return to Change Notification page. Verify change type selected is
correct, and click Update Form.

MD2519 - CHANGE NOTIFICATION FOR REGISTERED DEVICE > New Application > Change Notification

APPLICATION FORM

1. Applicant Info 2. Change Notification 3. Affected Drevice Listing Please refer to the

4, Dossier & Supporting Document(s) 5. Remarks Guidelines on the...

Change Notification

Declaration if there are any changes due to FSCA or AE

MONE of the changes zubmitted in this application are related to

Field Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE).
SOME of the changes submitted in this application are related to

" Field Safety Corrective Action (FSCA) and/cr Reportable Adverse Events (AE).

~ALL of the changes submitted in this application are related to
Field Safety Corrective Action (FSCA) and/or Reportable Adverse Events (AE).

Medical Device Class
[v Class A
[+ Class B
[ Class C
v Class D

To select/update Type of Change(s) for Change Motification Click Add/Update.

Selected Type of Change(s) for Change Notification

Changes to registered medical devices listing information

All changes in Product Owner including changes in Product Owner Name and Address

Update Form I Close

Reproduction of this document in its entirety for internal use is authorised, provided the sourcenseoknomicoiget e
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Wealth Sdeanes

Proceed back to Main Page to select affected listings, upload supporting documents and
submit application. [Continue from Step 7 above in slide 14]

3. AFFECTED DEVICE LISTING
Please select device listing affected by this Change Motification for Registered Device.

Click Add/Edit Info

4. DOSSIER & SUPPORTING DOCUMENT(s)

Dossier & supporting document(s) should be submitted to the Authority for evaluation.

S/No. |DE:‘|.|’iEE: Name |Dun::ument Mame |D&5n:riptiun Size (KB) |L.||'J-|I:I-EIE|EE| Date

Click Attach/Remove Document

Remarks to MDB : m
(You may enter a maximum of
up to 1000 characters.)

i Save Draft | i Confirm | i Close |
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Q‘f HSA Notification Applications: Status Display

!

“Notification” Status on MEDICS

1. “Pending”: Application is in progress
2. “Completed”: Application is closed

otal 1-10 of 147 record(s)

3l [first] | [previous] | [next] | [last]

App. Last Updated App.
SMNo.  TrenssctionNo.  JobRef Mo, _T*  DossierNo. Job Type tlpoated o omitedDate "
Type Date Status
1, TMD14500528C NEW Change Notification for Registered o) o0 4 Draft
Device
2, TMD14500577Z MD14500132W NEW g';fri”f;N*'t'ﬁ“t"’"f”“g'““d 23/01/2014  23/01/2014 Completed
3, TMD14500571T MD14500129T NEW S':ri”f;”“'ﬁ“t'”"F”HEE"“EFEd 22/01/2014  22/01/2014 Pending

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.
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Removal of Pending Draft CN
Applications from MEDICS System

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.

To be the LEADING INNOVATIVE AUTHORITY
ommercial purposes. protecting and advancing NATTONAL HEALTH and SAFETY

repr
Reproduction of this document in its entirety for internal use is authorised,



\4
‘\. HSA

Thank You

Email: hsa_md_info@hsa.gov.sg
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