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GUIDE TO SUBMISSION OF UPDATE OF UNIQUE DEVICE IDENTIFIER (UDI)

This e-Application at MEDICS@HSA (Medical Device Information & Communication System) allows a
company to submit an of update of Unique Device Identifier (UDI).

The online Submission of Update of unigue Device Identifier (UDI) in MEDICS may take an average of
5 - 10 minutes to fill in.

The time taken varies depending on the number and sizes of the file attachments, configurations of
your computer and network system, Internet performance, etc. The recommended computer and
network configurations are at the following URL: https://www.hsa.gov.sg/e-services/medics.

Please note that the time stated above excludes time taken for preparatory work in relation to filing the
online form (e.g. scanning documents for file attachments.)

INSTRUCTIONS

In order to use this e-Service in MEDICS, you must have all of the following:

1. Personal Access Authentication to log on
e CorpPass (Singapore Corporate Access), a corporate digital identity for business and
other entities to transact with Government online services, OR
e HSA PIN (HSA Personal Identification Number), password for overseas individual,
supplied by HSA

2. A CRIS Company Account for MEDICS (Client Registration & Identification Services), an
account to enable a local company to gain access to MEDICS. See details at cris@hsa.

PAYMENT

There is no charge for the Submission of Update of Unique Device Identifier (UDI).
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ONLINE APPLICATION FORM

Submission of Update of Unique Device Identifier module will only allow companies to edit the UDI-DI,
DM-DI and Issuing Agency (IA) information related to the device models. For amendment to other
information (i.e. device name, identifier, and device description), please proceed to submit a Change
Notification application instead.

This online application form consists of 3 parts.

To fill in the relevant information, click on “Add/Edit Info” to access that section of the form.

SUBMISSION OF UPDATE OF UNIQUE DEVICE IDENTIFIER (UDI)

APPLICATION FORM

1. Applicant Info 2. Affected Device Listing Please refer to the
3. Remarks Guidelines on the...
1. APPLICANT INFO
Change the following info if you are applying on behalf of the applicant.
Mame:* [50750213C | NRIC/Passport No.: ©  |S0750213C
Email : *  |abc@ncs.com.sg |
Drafter type : ® staff O partner
Available Company's Drafters : —Select Drafter-—- v
[2. AFFECTED DEVICE LISTING

Please select device listing affected by this Submission of Unique Device Identifier.

Device listing affected

Click Add/Edit Info
B.REMARKS

Remarks to MDE :
{¥ou may enter @ maximum of up
to 1000 characters.)

L Save Draft | L Confirm I L Close

At the end of the application form, there are 3 button options:

Button - Save Draft
Allows the applicant to save the Application Form for retrieval and submission at a later time. A
transaction number will be assigned.

The saved Application Form can be retrieved from “My Drafts” in the Workbench@MEDICS.

Button — Confirm

Allows the applicant to confirm the completed Application Form and the company’s declaration on the
form before submitting it to MDB. To amend any mistake, click on the “<< Previous” Button to return
to the Application Form. Before the application is submitted, the applicant may print a copy the
application for his record.

Button — Close
Closes the application form without saving any changes made.
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PART 1 — Applicant Info
The applicant refers to the individual designated by the company as contact point for any
correspondence regarding this application. This section requires the applicant to fill in the following:

1) Name

2) NRIC/Passport No

3) Contact Telephone Number
4) Contact Fax Number

5) Contact E-mail

Items 1 to 3 are pre-populated from CRIS Company Account database and can be updated or replaced.

Drafter Assignment

This is to allow designated staff or external partner (i.e HSA Pin users) to prepare the application form
as a drafter. Note that the completed application will then need to be submitted by someone authorised
as a submitter.

A Submitter is allowed to prepare drafts and submit applications without the help of an intermediary
drafter. The role of the current login user is displayed at the top of the screen under the Logon ID.

1) Drafter type: The applicant can select either a “Staff” or “Partner”.

2) Available Company’s Drafters: Once the above is selected, the corresponding list of drafters will then
be selectable from the drop down list.

The list of available drafter depends on the user setting in the CRIS Management Module. The CRIS
Administrator is able to set up company users or service providers/partners to be drafter for this e-
Service.
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PART 2 — Affected Device Listing

This section requires the applicant to search and select devices for which the Model Info need to be
updated.

SUBMISSION OF UPDATE OF UNIQUE DEVICE IDENTIFIER (UDI) > Affected Device Listing

APPLICATION FORM

2. Affected Device Listing

Search Device(s) for Submission of update of Unique Device Identifier (UDI)

a0

GEEWA V) soarch

- pace 1Y  col - o T et o
otal 27 recorcis) 'b"l,', | of 3 |60 firsz) | [previsus S -

Ucence No Doszer No =tk Cass Device Proonetary /Brans Kame Expiy ODate

t-apar

# Plecase note that 3 company can oaly selodt up 1o maximum 30 device stings in the VDL
Information update

Total 27 record(s) page |1 | o2 (69 firse] | [peevisus] | [nase] | L
To add device(s) fee S of update of Device 1 (UD1), check the checkbox(es) and click Add. J
Selected Device(s) for Submission of update of Unique Device Identifier (UDI)
Total | recore|s Fage P_-] Oe1 nrst previcus next) | [last
Lcence ho. Dossier ho LA Oevice Froprictary/Srand Name Upcated (Y
ate UD [
Tesal L recars(s Page |‘: ot first] | [provisut] | [nase] | [last

To edit dovice, click Licence No.
To ramove device(s), chock the checkbox(es) and click remove,

i —

Select device listings and click on “Add”. The selected devices will appear in the section “Selected
Device(s) for Submission of update of Unique Device Identifier (UDI).

To view the latest SMDR information related to licence click on the hyperlink of licence number.
To update the UDI information, click on the Update UDI Info hyperlink.

In this section user can follow the instructions present in the page to download the excel file, edit the
UDI-DI, DM-DI information related to the model and upload the excel.
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SUBMISSION OF UPDATE OF UNIQUE DEVICE IDENTIFIER (UDI) > Affected Device Listing > Model(s) Info

APPLICATION FORM

2. M Infe

Guidehnes or the

I Blegee rater to thy
Elcase afer % thg

Oosglar No. - CA0A193C56-21

Instrections

509 1 Flease download the sxicting excel here %0 wpcate tha UDT-DI and/or DM-D1 of the regaterne mecical covices

3209 2 Proceed to wpioad the upcatos excel

og 3 Once wpicaded please verlfy the Informaticn in e summary tatie

2200 4. Solert the UD{ Is20ing Ageecy.

22ep 5. I Mere are £hanget i e made B0 the INENCLE Mmedal, you may with 29 Slick on the respective Macel i the semmacy tadis
3N¢ ecit accardngly, Alternatively, pleass perfirm e 1 agan o make the amenament.,

2ep 60 JubME Suppcrt Documents, € any.

Mesor uplosc exel here

Poace Sakect VDT lssuing Ageecy:
Oass Dgsce O iccona

SUPPORTING DOCUMENT(s
Mazse aram e folowing document(a] By Byping in Ihe path of ChCk on tThe Browse ButEnn,

Rl Choose Fle | Nofile chosen
To attach, click Add Attachment.

1.Moced Name
2.Mo0e! Numder

EXT 5 |
4.0M-O1 (Only If DM-D! &5 svatadie and = Sifterent frem UDLOL) T :

5.Descrigtion (e.g. Oimical Size {Inclucing Volume, Length, Gauwge,
Diameter), SAMD Version, device guantity (UDI-D1)) (Max 3000
Oharacters)

S/Nhe. Mocel Name Mode! Numbder o102 om-01 Descrption (Max 3000
Craracters)

Ve N

Eopescrem |F coe |

Verify the information in the summary table. In case of any modifications to individual model data, click
on the model name hyperlink and the data appears as in the section below.

1.Mocdel Name

2.Mode! Number

3.up-or ¥ -

4.DOM-DI (Only If DM-DI = avatable and & different from UDI-D1) ¥ -— e

5.Description (e.g. Cinical Size {Including Volume, Length, Gauge,
Diameter), SAMD Version, device guantity (UDI-DI1)) (Max 3000
Characters)

Update the information by clicking the Update button. Once updated, proceed to verify the information
in the summary table under Model(s) Added section.
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Plzase Sekect UDT Issuing Apsncy:
Oes1 O vieee O iccesa

Flzace attach the following document(s] by typing in the path or click on the Browss button.

Others Choose File | Mo file chosen

Tao attach, click Add Attaschmaent.

Select UDI Issuing Agency. Any supporting documents can be attached in this section. Note: Supporting
documents are not Mandatory in the Model Info page.

Click on Update form and return to the Affected Device Listing page.

Modelis) Added
SFNO. Model Name Mopdel Mumbsr u-o1 OM-Ci De=scription | Max 3000
Characters)
1 modedl nal udil, udi2 asd, ucEd dml.,dm2,dm3 asdad a cescl
soasd

Zz model2 nead udi2 dm phescl

E] model3 nead udi3d dm3 phescd

£ mced el nead udi dmd phsod

5 models neas udis dms chescs

I I.lEItt Form I Dlose

All the devices for which UDI data is updated will be marked as ‘Y’ as shown below.

Selected Device(s) for Submission of update of Unique Device Identifier (UDI)

Total 3 record(s) Page|1 |Of 1 [first] | [previous] | [next] | [last]

: Licence No. Dossier No. Risk Device Proprietary/Brand Name Updated (Y/N)

Clace

- Update UDI Info Y

M) Update UDI Info Y

— Update UDI Info N

Total 3 record(s) Page|1 of1 [first] | [previous] | [next] | [last]
To edit device, click Licence No.
To remove device(s), check the checkbox(es) and click remove.

To remove device, select a check box and click on remove hyperlink.

Click the “Update Form” button on Affected Device Listing page when all the devices are updated.

PART 3 — Remarks

This section is for the applicant to insert any remarks to MDB regarding the submission, if any.

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

Select Accept radio button in the Declaration section of the Confirmation page to submit the application.
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Health Scences Authority

4. DECLARATION

a. I hereby attest that the information provided on this application and in any attached documentation is accurate, correct and
complete.

b. I hersby attest that [ have objective evidence to establizh that the above medical device meets safety, quality and
performance reguirements.

c. I hereby attest that there are no misleading claims made relating to the quality, safety and performance of the above medica
device,

d. Iam informed and I understand that this is a serious offence under Section 30(10) of the Health Products Act 2007 to make
any statement or furnish any document which I know to be false or does not believe to be true in support of this application.

@.hccept Opecline

Previous l Submit | Close

Click on “Previous” button to review the application and amend accordingly.

Click on “Submit” button to submit the UDI application

END OF DOCUMENT
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