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f Scope

smd Background

Pre-market Consultation (PMC) Scheme

* Medical Device Development Consultation

« Medical Device Pre-submission Consultation
 How to schedule an appointment

« What to prepare for the appointment

s Priority Review Scheme

« Qualification Criteria & Priority Review Scheme Routes
 Fees and Turn-Around-Time

 How to apply for the scheme

 What to submit for the scheme
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1 Health Sciences Authority

Committee on the Future Economy (CFE) Recommendations

Background

Support Innovation and Device Development Locally

o Engage researchers and developers

o Enable better understanding of regulatory requirements at early stage of
device development

Facilitate timely access for Medical Devices that demonstrate
the potential to address unmet clinical needs

To differentiate HSA as a trusted regulatory leader to help local
enterprises expand overseas

All Rights Reserved, Health Sciences Authority
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{ HSA Background

HSA's Initiatives

1. Pre-Market Consultation

2. Priority Review Scheme

Scheme
Support innovation and device Facilitate timely access for devices
development by ensuring devices | that address unmet clinical needs

are in line with regulatory
requirements

To provide support through the device development lifecycle

+ -
DISCOVERY + DEY,E"OP c REGULATORY PRODUCT IVT osT
IDEATION RE- LINICAL SUBMISSION LAUNCH ARKET
CLINICAL MONITORING
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Support innovation and device development

MEDICAL DEVICE

PRE-MARKET CONSULTATION
(PMC) SCHEME

All Rights Reserved, Health Sciences Authority
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(' HSA  Pre-Market Consultation (PMC) Scheme

Medical Device
Pre-submission
Consultation

Channel for stakeholders to

Channel for stakeholders
to seek regulatory

advice during medical seek feedback on their device
device development dossier, prior to pre-market
phase to align with submission in  terms  of
regulatory requirements. completeness and

appropriateness of supporting
Medical Device documents.

Development
Consultation

+ —
DISCOVERY + DEY,E"OP C REGULATORY PRODUCT NT OsT
IDEATION el L SUBMISSION LAUNCH ARKET
CLINICAL MONITORING

All Rights Reserved, Health Sciences Authority
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(' HSA 1. Medical Device Development Consultation

@ZOPE: Clarification on regulatory
requirements applicable to the device

in development, which may include

Channel for stakeholders * Regulatory strategy

to seek regulatory

advice during medical * Regulatory requirements
device development — Device claims

phase to align with — Safety / Performance studies
regulatory requirements. — Sterility

— Biocompatibility
— Risk management

Medical Device _ Clinical trials /
Development

Consultation

+
DISCOVERY + DE\I;ELOP C
IDEATION RE- LINICAL
CLINICAL

All Rights Reserved, Health Sciences Authority
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1 Health Sciences Authority

1. Medical Device Development Consultation

For 1 specific

Medical device Any time dmre(;/l;ceo?r e
developers, during device gevi(?es
researchers development intended to be

used together

What it Is not

Endorsement of any validation plans, test protocols and/or
results that were discussed in the consultation

Not meant to be an iterative process

All Rights Reserved, Health Sciences Authority
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' H>A 2. Medical Device Pre-Submission Consultation

Medical Device
Pre-submission
Consultation

Channel for stakeholders to
seek feedback on their device

SCOPE: Seek feedback on the
device dossier, in accordance to
prescribed Common Submission
Dossier Template (CSDT)
guidance template, which may
include

« Risk Classification dossier, prior to pre-market
» Registration Route submission in terms  of
e Grouping completeness and
e Technical & administrative appropriateness of supporting
documents documents.
REGULATORY
SUBMISSION

All Rights Reserved, Health Sciences Authority
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{ H>A 2. Medical Device Pre-Submission Consultation

Stakeholders

i Before Devices to
fnu:dniﬂég:ng submission be registered
devices for of pre-market in 1 single
registration application to pre-market
locally HSA application

What it iIs not

Not a scientific evaluation of the device

Does not guarantee regulatory approval or
marketing clearance

All Rights Reserved, Health Sciences Authority 10
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1 Session Duration & Fees

Consultation Duration per
Fees :
Category session*

Medical Device $500
Development per device Up to 2 hours
Consultation per consultation

Medical Device $200

Pre-submission per device application Upto 1 hour
Consultation per consultation

* Refers to only face-to-face meet-up consultation session.

All Rights Reserved, Health Sciences Authority
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1. Appointment
booking

Slots are available for
booking on the online
Appointment Booking
System 5 months before
the appointment date.

E.g. on 1 August 2017,
applicants will be able to book
appointments till 31 December
2017.

Process & Timeline

2 30 Days before

2. Document
Submission

ALL required documents
30 days before
appointment date.

Failure to submit required
documents by the due date
may result in rescheduling
or cancellation of the
appointment.

Request for
Information

Upon submission, HSA will
review the documents and may
request for further
information or clarification via
email before the appointment,
where necessary.

Failure to respond or address
deficiencies by the stipulated
period may result in
rescheduling or cancellation
of the appointment.

No extension of due date is permitted.
Only ONE rescheduling is allowed per booking reference.

Fees paid are non-refundable.

Appointment

Date

All Rights Reserved, Health Sciences Authority
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Appointment can be made via the online Appointment
Booking System at the following url:

Step 1: Appointment Booking

http://www.hsa.gov.sg/content/hsa/en/Health Products Req Fiftamns
ulation/Medical Devices/Regulatory Updates/md_initiatives. it
html (accessible upon launch date)

Note:
« No CRIS / SingPass / CorpPass login is required.

 Ensure all contact details are keyed in accurately as that
will be the only form of verification upon payment and
booking confirmation.

All Rights Reserved, Health Sciences Authority
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{ HSA Step 1: Appointment Booking

1. APPLICANT INFO - Enter your particulars and contact details and
click “Next”

AB1001 Appointment Booking for Medical Devices Pre-Market Consultation

Transaction No: TMD175032180
APPLICATION FORM

1. Applicant Info 3. Confirmation
2. Booking Info

Fields marked with asterisks * are mandatory.

1. APPLICANT INFOD

1.1 Name: *

1.3 Contact Number: *

1.4 Company Name
(Optional):
1.5 Address Type : * (®) Local

|

1.2 Email: * | |
|
|

P
) Overseas

)
Led bzl ine - I:I Retrieve Billing Address
1.7 Block / House Mo. : * |:|

1.8 Street Name @ * |

1.9 Building Mame : |

1.10 Level - Unit : #| | | |

1.11 Country : SINGAPORE

_>l Next I I Reset I

All Rights Reserved, Health Sciences Authority 14
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2. BOOKING INFO

Step 1: Appointment Booking

AB1001 Appointment Booking for Medical Devices Pre-Market Consultation

Transaction Mo: TMD175032180

APPLICATION FORM

1. Applicant Info 3. Confirmation
2. Booking Info

1
2 Appointment Calendar - Internet Explorer lEIEIg

Fields marked with asterisks * are mandatory.

2.1 Consultation Type: * ) Device Development (1)
) Device Pre-Submission

2.2 Device Type: * ) General Medical Device

) In-Vitro Diagnestic

2.3 Appointment Date H P
(dd/mmiyyyy) : * \—‘ -

2.4 Appointment Time: * | --Please select a time slot-- V| <

(4)—r>{ A ][l )

(2)
(3)

00 October 2017 co
25 % | 27 28 29 | a0 1
2 3 4 5 6 7 8
9 10 | 11 | 12 13 | 14 15 ||

il 1e 17 18 19 20 21 2 ||
23 24 25 26 27 28 29
30 31 1 2 3 4 5

Available Date Weekend I

L hext |E Reset |

(1) Select Consultation Type and Device Type

(2) Select preferred appointment date based on availability

(3) Select preferred timeslot
(4) Add booking

For multiple bookings in a single application, repeat steps (1) to (4)

All Rights Reserved, Health Sciences Authority
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Upon addition of all required bookings into the list (i), please click
“Next” (i) for confirmation.

AB1001 Appointment Booking for Medical Devices Pre-Market Consultation

Transaction No: TMD175032180
APPLICATION FORM

1. Applicant Info 3. Confirmation
2. Booking Info

Fields marked with asterisks * are mandatory.

2. BOOKING INFO

2.1 Consultation Type: * ) Device Development

() Device Submission
2.2 Device Type: * () General Medical Device

) In-Vitro Diagnostic

2.3 Appointment Date l:l E i i I
(dd/mmiyyyy) @ = Retrieve Timeslots By Date

2.4 Appointment Time: * | --Click the hyperlink to retrieve timeslots--
(I) [] s/Me. cCensultation Type Device Type Appointment Date Appointment Time
1 Device Submission General Medical Device 31/08/2017 14:00
0 = Device Development In-Vitro Diagnostic 01/09/2017 11:00
[ =3 Device Submission General Medical Device 01/09/2017 14:00

Remove

(i) Enee__J|E__reset |
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Step 1: Appointment Booking

3. CONFIRMATION - Verify applicant & booking details are accurate

before clicking “Submit”.

Transaction No: TMD17503236G

AB1001 Appointment Booking for Medical Devices Pre-Market Consultation

APPLICATION FORM

1. Applicant Info 3. Confirmation

2. Booking Info

Fields marked with asterizsks * are mandatory.

3. APPLICANT INFO

3.1 Name: *
3.2 Email: *
3.3 Contact Number:

3.4 Company Name
(Optional):
3.5 Address Type @ *

3.6 Postal Code @ *

3.7 Block / House No. : *
3.8 Street Name @ *

3.9 Building Name :

3.10 Level - Unit :

3.11 Country :
SN  Consultation Type Device Type Appointment Date
1 Device Submission General Medical Device 31/08/2017
2 Device Development In-Vitro Diagnostic 01/09/2017
3 Device Submission General Medical Device 01/09/2017

Appointment Time
14:00
11:00
14:00

— L Submit || L Back "

All Rights Reserved, Health Sciences Authority

REMINDER:

Ensure that you are
able to provide with
relevant information
required for the
consultation 30 days
before the selected
date as fees paid are
non-refundable.
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Proceed to complete payment.

Please select one payment method.
PAYMENT ADVICE

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

Transaction Type @ MEW - Date/Time : 29/06/2017 11:34
Fayment Mode ¢ | Online Payment
Payment Method (@ Credit () Dehit

Important Notice for eNETS Debit payment:
Please take note to turn off the pop-up blocker in yeur browser before proceeding to submit your application

in-order to view the Acknowledgement and Receipt.

S/Mo. Description Unit Price (53%) Gty Amount [(5§)
1. Consultation Fee (Device Submission) 200.00 1 200.00
2. Consultation Fee (Device Development) 500.00 1 500.00
3. Consultation Fee (Device Submission) 200.00 1 200.00
Tatal (S$): 900.00

This is 8 computer-generated payment advice. No signature is required.

The Evaluation Fee displayed abowve [if any) will be billed to you after the application is accepted for evaluation,
Please print a copy of this advice for reference.

1. For GIRO company, the payment will be deducted from your bank account.

2. For on-line payment (&.g. credit card} you will be directed to the Government payment gateway.

3. Please note that cash collection ower the counter is discontinued on and after 1 April 2005,

4, Please note that cheques payment has been discontinued,

L Cancel IL Submit I

All Rights Reserved, Health Sciences Authority
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« Each appointment will be issued with a unique booking reference number.
« A confirmation email will be sent out for each appointment upon successful

booking.

* An invoice will be generated. Please ‘Save’ or ‘Print’ the invoice if required

as it will not be retrievable subsequently.
. 8

AB1001 Appointment Booking for Medical Devices Pre-Market Consultation

Step 1: Appointment Booking

ACKNOWLEDGEMENT

We acknowledge the receipt of your Appointment Booking for Medical Devicez Pre-Market Consultation.

+ Booking Reference No.: BR17501404l e——

Consultation Datetime: 26/09/2017 14:00

« Booking Reference No.: BR17501405V —

Consultation Datetime: 04/10/2017 14:00

« Booking Reference No.: BR17501406W 4——_

Consultation Datetime: 26/10/2017 14:00

Transaction No. : TMD17503214K
Date of submission : 05/07/2017

r= —
(2 Official Receipt - CFE201700014 - Internet Explarer
- P

V/
| y .

TAXINVOICE / RECEIPT

| FeceiptMo :

Agency @ HSA -Health Sciences Authoriy
Application : HSA-DAYNENT

Badvia  : CREDIT

EPRfNe :

Sno CodeDescription

MD Pre-Submission Consultation Fee
WD Development Consultation Fee
MD Pre-Submis sion Consu kation Faa

This is a compurar-genaratsd raceipt. No signarurs i saquired
@¥T S RefNo : 200707 2113818380

Please printa copy of the seceipt for your eference.

DatzTine : 12072017 1158

Unit Prica(S8)  Q

20000
50000
20000

[E=EEE)

-

~
AfpuntSE
20000
500,00
20000
200,00

W

All Rights Reserved, Health Sciences Authority
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Step 1: Appointment Booking

Records of booking can be retrieved from the system through the
Appointment Booking Inquiry form with either your contact details or

booking reference number

AB1002 Appointment Inquiry for Medical Devices Pre-Market Consultation

Pleaze fill in at least one field marked with asterisks *.

APPOINTMENT BOOKING INQUIRY

Email: * |

Contact Number: * | |

Booking Reference Mo: * | |

Search || Reset |

All Rights Reserved, Health Sciences Authority
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o Submit the following information at least 30 days before the scheduled
consultation:
(a) Completed consultation form
(b) Relevant information described in the form

Step 2: Document Submission

* Information to be provided by replying to the confirmation email, or email to
HSA MD Tech@hsa.gov.sg and quote the appointment booking reference
number.

 The respective consultation form(s) can be downloaded from HSA website.
Instructions will be provided in the confirmation email and forms.

Reminder:

 Incomplete or insufficient information may result in rescheduling or
cancellation of the appointment.

 Only ONE rescheduling is allowed per booking reference. Fees paid are not
refundable.

All Rights Reserved, Health Sciences Authority
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(a) Medical Device Development
Consultation Form

v" Proposed agenda

v’ Brief device information

v" Overview of device development
status

+

(b) Supporting documents* in
relation to the areas to be discussed.
Information can be provided in
preferred format, e.g. PowerPoint
slides, summary copies etc.

* Please ensure that the supporting information is
appropriate and relevant to the questions on
hand. Please avoid submission of extraneous
information.

All Rights Reserved, Health Sciences Authority

Step 2: Document Submission

BOOKING REFERENCE NO.- | | DATE OF

APPOINTMENT:

SECTION A: ATTENDEE PARTICULARS

HAME OF ATTENDEE DESIGMNATION ! COMPANY MAME

2

1.
SECTION E: MEETING AGENDA
| plesse tick al sppisable topis of concems and provide & Eref Summary’ of the oversil questions &

cancems balow]

O General regulatony requirements in Singapors O Regulatory Strategy

| O Risk Classification O Preduct Claims
O Design Walidation O Clinical Trials
O Cthers :

| BRIEF SUMMARY

»  Please provigde chesr and concise QUesions, oF aress o CONCEMS U Wish io dlscuss ourng the cansuisian
SEESON.

ESeparalely, piease slifach the supparting nfmation’ documents in reiEbon fo the quesiions fo he discUssEd.
Infermanion Gan be provided in prefemed formal, e.g. PowerPaint SEIes, Summary copes elt. Fiease keep

Jour supparting nformalion tameded and focused an e gueshions ar hand. Piesse nafe that suhmission of
Extranecy's nfammation can be Coufamrosuchive.

| -

22
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Step 2: Document Submission

SECTOM C: BASIC MEDICAL DEVICE INFORMATION - - -
(please provide suMskent nformancn for betier urderstanaing of e devise fo be discussed)

(a) Medical Device Development ———

Consultation Form PROPOSED INTENDED USE/ INDICATIONS FOR USE

This may includs;
Disease’ dithon the gdevice (s madiceded o ne. mitigaie,

v" Proposed agenda " S oo el of g
« For VD=, the gnalfedondlion fo osfecl and fhe as53y

v' Brief device information L TEI00gy e

= [Part of the body or type oF Hssue fo which Sppled or Wil which

v Overview of device development ine deie  nrcing

DEVICE TECHNOLOGY DESCRIPTION

Status Ta dncluge suffcient formadion fo undersiang whst the proposed
devica s and Faw I works, Such 55

«  Enief device fescriation i e, DICUTES Sndior dagTamS (35

pcEhie]
+ = Erefexplanation of the mechanism af achion. fechnoiogy basis,
ENaVor, IF appicabie, how the device autput s vsed
= An expianafion of the scienfific basis for the device andir fhe
Expecied clnicE Uiy

(b) Supporting documents* in |7 sy T e e v s e

= Foran VD, gelaNed lechmical gescrptian of dhe dewice incluoing

relation to the areas to be discussed. nruments, fesgents components, scfusrs, picies of

Information can be provided N .[ovERVIEW OF DEVICE DEVELOPMENT

[plesse select accomlingly based on cuvrent development progress of the dewviee)

preferred format, e.g. PowerPoint pu——

slides, summary copies etc. R

2 Ongoing: projeched compledon dabe

* Please ensure that the supporting information is
appropriate and relevant to the questions on ‘,“‘
hand. Please avoid submission of extraneous ototyping f{Fre-Canica S

information. { t { o { t

leecbed diabe of [aunich
Complaied? Comnpladed? Complaiad?
= es = es = Yes Country and year of
o Mg o R o Mo InfroduwcHon, IF device |s
commencially svallable
2 Ongolng 2 Ongolng 2 Ongolng

All Rights Reserved, Health Sciences Authority
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(a) Medical Device Pre-Submission
Consultation Form

v" Device information

v' Application information

+

(b) Complete device dossier per
CSDT guidance template* based on
selected risk class and evaluation
route

* Reference guidance documents:

. GN-15: Guidance on Medical Device Product
Registration

. GN-17: Guidance on Preparation of a Product
Registration Submission for General Medical Devices
using the ASEAN CSDT

. GN-18: Guidance on Preparation of a Product
Registration Submission for In Vitro Diagnostic (IVD)
Medical Devices using the ASEAN CSDT

All Rights Reserved, Health Sciences Authority

Step 2: Document Submission

[ SECTION E: MEDICAL DEVICE DETAILS

| Mame of Product Owner

Name of Medical Device

| Medical Device Type

Flzsse select one
= (General Medical Device
= In-Vitro Disgnostic Medical Devica

Proposed Risk Classification

Proposed Evaluation Route

Flzsse select one

= Class B (Low moderate nisk)
Based on Rule

= Class C (Moderate high nisk)
Based on Rule

= Clazs D {High risk)
Based on Rule

|
.
= 0

Flesse select one:

= Full

= Abridged

= Expedited

= Immediate (For Class B Medical Devices only)

Referance SocLments

»  GN-15 Guitamse on Medical Dewee Produc! Registration

Proposed Grouping Type

Flegse select one:
o SINGLE

= FAMILY

o EYETEM

o TESTHIT

o CLUSTER

o DEMICE SPECIFIC {GM-12-2):
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Step 2: Document Submission

Summary of Submission Requirements (Class C and D)

Summary of Submission Beguirements (Class B)

) _ EBR-1 Document Requirements Full | Abriagea | ECR120A | gpR
Documentary Bequirements Full Abridged and IER
EBR-2 1 | Letter of Autnonzation v v
1 | Letier of Authonisation v v o v 2 | Annex 2 List of Configurations v v
2 | Annax 2 List of Conmgurations 7 - v 3 | Proof of reference agency’s approval(s) '
v v
3 | Proof of referenca agancy's approvails) Proot of markating history In the reference "
Proof of markating nistory in the referance 4 | BOenclas’ JUMsdiions a.g. Invoice with date, only
agencies’ |urisdicions e.g. Involcs with v proof of sale or a declaration on markoting ad
4 v histo requ
date, prool of sale of a declaration on onty ry for ECR-1
marketing history required
for EBB-1 5 | Declaration of no safety 1sswas globally
5 | Declaration of no safaty Issues giobally v
& | Executive Summary ¥ v v -
& | Executive Summary v ¥ ¥ ¥
- | Essential Principles Checklist and
7 | Essential Principles Checklist and r < 5 " | Daclaration of Contormity v ¥ ¥ ¥
Dieclaration of Coniormity
8 | Device Description J ¥ ¥ ¥ 8 | Davice Dascrpticn ' ¥ ¥ v
Design  verfication and  validation Design verfication and valdation documents
documents Inciuding: Inciuding:
+ Preclinical studies e.. physical 1est ¥ »  Preciinical studies a.g. physical test data,
data, mocompatibiity siudies, animal - < Starilisation mocompatibiity studies, animal studies y
9 studias and software varification and ¥ validation 5 and software verfication and validation | oo v ¥ o
valiation siudies E'BE‘Tﬂ'n’z? summany | SUMMEY | for Starile studies reports’ | Summary” | Summary” | Summary”
» Metrological requirements po MF = Matrological requiramants
. an
Stariisation vallaation (if applicabla) = Storilisation valdation (T applicabis)
* Sheli-Ife studies and projectad useful
e = Shell-Ife studies and projected usstul Iite
10 | Clinical Evidance* It applicatia 10 | Clinical Evidence + + +
11 | Proposed Device Labaling ¥ ¥ v v 11 | Proposed Dovice Labaling v v v
12 | RisK Analysis ¥ It applicable 12 | Risk Analysis - - -
Manufacturer Information (site's name ,
Manufacturer Information (site's name and
'3 | ana aaress) ’ 7 ’ ’ 13| aooress, ‘ ’ v v v
Proof of OMS— Eg: 15013485 Certilicate,
14 | Conformity to US FDA Qualtty System / - / ; Proot of OMS — E.g. 15013485 certificato,
Regulations or Japan MHLW Ordinance 14 | conformity to US FDA Qualtty Systam W ¥ ¥ .
169 Regulations or Japan MHLW Ordinance 169
15 | Manuracturing Process — Flow Chart v 15 | Manufacturing process — Flow chart v v v ol

All Rights Reserved, Health Sciences Authority
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{ H5A  Pre-Market Consultation (PMC) Scheme

Following are examples of queries which do not require PMC

« General questions regarding registration procedures or documentary
requirements for product registration.

» Clarification on the guidance documents on the website.

e To seek advice on the risk classification or grouping.

« During the review process of a product registration.

 To appeal a decision made during pre-market submission.

These enquiries can be sent as general enquiries / using dedicated
enquiry form(s) to HSA_MD Info@hsa.gov.sg, or to contact officer in
charge for clarification related to specific application.

All Rights Reserved, Health Sciences Authority 26
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Facilitate timely access for Medical Devices that demonstrate the potential to
address unmet clinical needs

MEDICAL DEVICE
PRIORITY REVIEW SCHEME

All Rights Reserved, Health Sciences Authority
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{ Qualification Criteria

Medical devices* to be registered via FULL Evaluation Route » Route 2
Falls under 1 of the Designed & validated to
5 healthcare focus area meet unmet clinical needs

Intended for a medical purpose with no

) Cf';mcer existing alternative treatment or means

 Diabetes of diagnosis

» Ophthalmic diseases OR

e Cardiovascular diseases Represents a breakthrough technology
advantage over existing legally marketed
technology

4

Route 1

* Class A and devices incorporating registrable medicinal products are not eligible for
the Priority Review Scheme.

All Rights Reserved, Health Sciences Authority 28
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TAT (in working days) Evaluation Fee ($)

Route 1 & 2

Route 1 Route 2

25% reduction 35% reduction 15% increase 50% increase
by mid 2018 by end 2019 over current fee over current fee

Class B
LD 120 105 4.100 5.300
Class C
FLL 165 145 6.600 8.600
Class D 235 205 13.200 17.100

(FULL)

All Rights Reserved, Health Sciences Authority 29
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Selection to opt for the Priority Review Scheme can be performed while
submitting your product registration application in MEDICS*, at:

http://www.hsa.gov.sg/content/hsa/en/Health Products Reqgulation/MEDICS

Application Process

e-Services.html

MEDICS e-Services

apply@medics

In general, the estimated time to complete form: 5-10 mins.
Except for Product registration and Change Notification for Registered Devices ": estimated time 45 mins (time
may vary based on the number of and the file size of the supporting documents to be uploaded)

Dealer's Licence & Registrant's Account

| > Product registration

Certificates

Export-Only Unregistered Medical Devices

Procedure to apply for product registration application remain unchanged.
Application Guides with step-by-step guidance are available on website.

* MEDICS (Medical Device Information and Communication System) is an online system for
companies to submit applications to HSA.

All Rights Reserved, Health Sciences Authority
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Application

Process

Make the relevant selection under ‘3. Priority Review Scheme’ section, in the Pre-Market
Application form.

(1)
(2)

MD0410 - PRE-MARKET APPLICATION FOR MEDICAL DEVICE > New Application j

APPLICATION FORM

1. Applicant Info 2. Device Info
4. Details of Reference Agency 5. Device Details

7. Dossier & Supporting Document(s) 8. Remarks

I 3. Priority Review Scheme I

6. Evaluation Route

Please note that applications under Priority Review Scheme will be reviewed via the Full Evaluation Route with
relevant evaluation fees applicable.

I would like to opt in for the Priority Review Scheme: *

® Yes () No <uum— glg
®) ves () Np Cmmm— 2

i) Does your application meet the Priority Review qualifying criteria? *

=
[ cancer

[] piabetes

Ophthalmic Diseases

[ cardiovascular diseases

i) Please select the relevant healthcare focus area: *

[ 1nfectious Diseases
i) Flease select the relevant description to your device: *

Mote: Please be reminded that submission of detailed justification for your selection in (iii) is required as part of documentary
requiremesnts.
[] The device is intended for a medical purpose with no existing alternative treatment or means of diagnosis

The device represents a breakthrough technology that provides a clinically meaningful advantage over existing legally

(3)

marketed technology
| Click Save

[« (4)

Confirm if you would like to opt in for Priority Review Scheme.
Confirm if devices meet qualifying criteria ii) and iii).
—> Select ‘Yes’ for Route 1, ‘No’ for Route 2.

If ‘No’ is selected, subsequent fields will be greyed out. Click ‘Save’ to proceed.

3)
(4)

For Route 1, select the relevant fields under ii) and iii).
Click ‘Save’ before proceeding to next section.

All Rights Reserved, Health Sciences Authority
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1 Document Requirements

1) Submission requirements for FULL Evaluation Route.

Refer to following guidance documents for details:
* GN-15: Guidance on Medical Device Product Registration

* GN-17: Guidance on Preparation of a Product Registration Submission for General Medical
Devices using the ASEAN CSDT

* GN-18: Guidance on Preparation of a Product Registration Submission for In Vitro Diagnostic
(IVD) Medical Devices using the ASEAN CSDT

2) Justification to substantiate that the device fulfill criteria 2, for Priority
Review Scheme Route 1.

ALL documents to be submitted under ‘7. Dossier & Supporting Document(s)’
section in MEDICS.

MD0410 - PRE-MARKET AFPFLICATION FOR MEDICAL DEVICE > New Application

APPLICATION FORM
1. Applicant Info 2. Device Info 3. Priority Review Scheme
5 . i . Fleasze refer to the
4, Detgile of Beference Agency 5. Device Details 6. Evaluation Route -
——| |7. Dossier & Supporting Dncument[s]lﬁ. Remarks Guidelines on the...
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Upon
Submission

Request for
Information

HSA reviews if devices fulfil
all qualification criteria for the
selected Priority Review
Scheme Route and may
request for further
information or clarification
via Input Request (IR), where
necessary.

Review Process

Company will be given 2
weeks to respond to queries
regarding qualification for the
Priority Review Scheme.

Failure to respond or
address deficiencies may
result in application being
switched to normal route
under non - Priority Review
Scheme.

No extension of due date is permitted for

IRs related to qualification criteria.
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Timeline

Tentative Launch Date: Ceae

o
1 Aug 2017 @

Information of the Pre-Market Consultation and Priority Review Scheme
will be available on HSA website below, upon official launch of the
schemes:

http://www.hsa.gov.sg/content/hsa/en/Health Products Req
ulation/Medical Devices/Regulatory Updates/md initiatives.

html

For enquiries relating to the new schemes, please contact us at
HSA MD_Tech@hsa.gov.sg (upon official launch of the schemes)
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THANK YOU
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