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‘\7 HSA’s Role in Health Products
y H24 Regulation

= Ensure that pharmaceuticals, biologics, medical devices and health-related products
in Singapore are wisely regulated to meet appropriate standards of safety, quality and
efficacy throughout the product life cycle

= Ensure timely access to good quality & safe health products

= Support the health and biomedical sciences industry and facilitating its development

Our Regulatory Philosophy

Benefits outweigh foreseeable risks a Adoption and judicious adaption of
international standards & Dbest

practices

e Risk-based approach
Forging strategic partnership both

regionally in ASEAN and
Confidence-based approach internationally
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\/ . . .
“\, HSA What is regulated as a Medical Device?

Definition per First Schedule of the Health Products Act 2007

Any instrument, apparatus, implement, machine, appliance, implant, in vitro reagent or calibrator, software,
material or other similar or related article that is intended by its manufacturer to be used, whether alone
or in combination, for humans for one or more of the specific purposes of: —

I.  diagnosis, prevention, monitoring, treatment or alleviation of any disease;

[I. diagnosis, monitoring, treatment, alleviation of or compensation for an injury;

[ll. investigation, replacement, modification, or support of the anatomy or of a physiological process;
V. supporting or sustaining life;

V. control of conception;

VI. disinfection of medical devices; or

VII. providing information for medical or diagnostic purposes by means of in vitro examination of
specimens derived from the human body,

and which does not achieve its primary intended action in or on the human body by pharmacological,
immunological or metabolic means, but which may be assisted in its intended function by such means;
and (b) Includes the following articles:

(i) any implant for the modification or fixation of any body part;
(i) any injectable dermal filler or mucous membrane filler;

(i) any instrument, apparatus, implement, machine or appliance intended to be used for the removal
or degradation of fat by invasive means. T E C H

ENABLING REGULATORY CDMPLI:\NCE
An Iniliative by H

All Rights Reserved, Health Sciences Authority



\4 . . .
“‘r HSA What is regulated as a Medical Device?

Definition in abridged and simpler terms

An instrument, appliance, implant, software etc

And Intended to be used on humans

And Diagnose, treat, prevent or monitor a clinical condition

® :
8. Or Is for contraception
‘@' Or Sustains life

Or Disinfects Medical Devices

M TECH
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Whereas
devices meant
for both human
and animal use

are Medical

Devices

What is NOT a Medical Device

FOR RESEARCH
USE ONLY

Research Use
Only (RUO)
products

Devices for
animal use only

Drug pre-loaded
syringes

All Rights Reserved, Health Sciences Authority

Whereas
In-Vitro Diagnostic
(IVD) devices
are Medical Devices

Regulated as a Drug

Whereas dermal
filler pre-loaded
syringes, for
physical
augmentation of soft

tissues
are Medical Devices

TECH
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Pre-market

3. Post-market Obligations /" Post-market

Compliance,
AE & FSCA reporting,
Distribution standard
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“‘, HSA Risk-based Approach

Medical Devices were categorized into 4 risk classes, aligned with the
International rule-based classification system

Regulatory
Oversight

ICD/ ES
Pacemaker

< Bone fixation

: _ device
Hypodermic

needle

Hospital bed

A B C D

Degree of Risk T E C H

ENABLING REGULATDRY CDMPLMNCE
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“‘, HSA Risk-based Approach

Risk Classification

Defined by intended use assigned by the product owner, NOT the class
assigned to other similar products

_ General Medical Devices In-Vitro Diagnostics (IVDs)

Factors e Contact duration Impact of result on individual
* |nvasiveness and/or public health
» site of use, etc...

References GN-13 Guidance on the Risk GN-14 Guidance on the Risk
Classification of General Classification of In Vitro
Medical Devices Diagnostic Medical Devices

Risk Classmcatlon Tool

TECH
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{' HSA Risk-based Approach

Controls stratified according to device’s Risk Class

Dealers Product Post-market
license registration obligations
D
v v
C GDPMDS* Require registration using
/1SO 13485 CSDT** format
B v
v X
A Declaration of Declared under Class A

conformity to a QMS  Medical Device Register

* Good Distribution Practice for Medical Devices
** ASEAN Common Submission Dossier Template

JTECH

| ENABLING REGULATORY. COMPLMNCE
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“‘, HSA Dossler Requirements

Documentary Requirements | __ A __ | B | _C | D |

O

Letter of authorization v 4 4
Annex 2 List of Configurations v v 4
Executive Summary v v v
4 Essentia_l Principles Ch_ecklist & v v v
Declaration of conformity
Device description v v v
Design ve_rlflcatlon and validation, e.g. Not applicable
* Functional test
* Biocompatibility studies _ v % v
» Software V&V Essential
« Sterilisation validation safety &
* Shelf-life studies performance
. : requirements : % v
Clinical evidence shall be met If applicable
n Proposed device labelling 4 4 v
n Risk analysis v v v
Manufacturing information
(o » Site’s name & address v 4 v
e Proof of QMS
A e A 1|
By Reference: GN-15 Guidance on Medical Device Registration T E C H _

All Rights Reserved, Health Sciences Authority



\/
“, HSA

!

Pre-market

Biocompatibility

Medical Device Product Lifecycle

Post-market

i Documents required are generated

Specifications Functional test s e e |
unctional tes Clinical
Feasibility Sterility test performance
) Risk management .
Early Risk J Clinical Product
Assessment Supplier & evaluationreport | reqistration
manufacturer 9 Py Post-market
ualification obligations
< Dealers g
license
+ -
DISCOVERY + DE}QE"OP c REGULATORY PrRODUCT N'ID OsT
IDEATION RE- LINICAL SUBMISSION LAUNCH ARKET
CLINICAL MONITORING

All Rights Reserved, Health Sciences Authority
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HSA'’s Initiatives
in Supporting Innovation &
Device Development
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“‘, HSA HSA’s Initiatives

To provide support through the device development lifecycle

|

i Pre-Market Consultation (PMC)
' Scheme

E Support innovation and device
|
|
|

i development by ensuring devices are in
line with regulatory requirements

Before regulatory During regulatory
submission submission

+ -
DISCOVERY + DEY,E"OP c REGULATORY ProDUCT lvllb OST
IDEATION RE- LINICAL SUBMISSION LAUNCH ARKET
CLINICAL MONITORING
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‘ ' HSA Pre-Market Consultation (PMC) Scheme

SCOPE: Clarification on regulatory
requirements applicable to the device
in development, which may include

Channel for stakeholders
to seek regulatory
advice during medical
device development
phase to align with

« Regulatory strategy

* Regulatory requirements
— Device claims
— Safety / Performance studies

regulatory requirements. _ Sterility
: : — Biocompatibility
Medical Device — Risk management
Development — Clinical trials /
Consultation
DEVELOP +
Dscoverrs Pre | oumioa

TECH
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All Rights Reserved, Health Sciences Authority



‘ ' HSA Pre-Market Consultation (PMC) Scheme

@OPE: Seek feedback on the
device dossier, in accordance to
prescribed Common Submission

Dossier Template (CSDT)
guidance template, which may
include

» Risk Classification
* Registration Route
 Grouping

e Technical & administrative
documents /

All Rights Reserved, Health Sciences Authority

REGULATORY
SUBMISSION

Medical Device
Pre-submission
Consultation

Channel for stakeholders to
seek feedback on device
dossier, prior _to pre-market
submission in terms  of
completeness and
appropriateness of supporting
documents.

TECH
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‘ ' HSA Pre-Market Consultation (PMC) Scheme

Health Scie

Medical Device : : 1 specific device / a
MD  developers, Any time during :
Development : group of MDs intended
: researchers device development
Consultation to be used together
Medical Device Stakeholders Before submission of Devices to be
Pre-Submission  submitting MDs for pre-market registered in 1 single
Consultation registration application to HSA pre-market application
What it is not

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

Not a scientific evaluation of the device

Does not guarantee approval / marketing clearance

HATECH

' ENABLING REGULATORY COMPLIANCE
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‘ ' HSA 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

« To seek advice on the risk classification or grouping

« During the review process of a product registration

e 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 application specific queries.

TECH

ENABLING REGULAT ORY CDMPLMNCE
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“r HSA 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.

1 ENABLING REGULATORY COMPLMNCEI
AAAAAAA
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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 2018,
applicants will be able to book
appointments till 31 December
2018.

2 30 Days before

2. Document
Submission

ALL required documents
30 days before
appointment date via email.

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

the

Process & Timeline

Request for
Information

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

Failure to respond or address
deficiencies by the stipulated
period may result in
rescheduling/ 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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{' HSA 1. Appointment Booking

Appointment can be made via the online Appointment Booking System at
the following url:

http://www.hsa.gov.sg/content/hsa/en/Health Products Requlation/
Medical Devices/Requlatory Updates/md initiatives.html

Application Guides with step-by-step guidance are available on website.

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

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

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

TECH

ENABLING REGULATORY CDMPLI:\NCE
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http://www.hsa.gov.sg/content/hsa/en/Health_Products_Regulation/Medical_Devices/Regulatory_Updates/md_initiatives.html

<‘V .
1 HSA 2. Document Submission

o Submit the following information at least 30 days before the scheduled date:

(a) Completed consultation form
(b) Relevant information described in the form

* 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/insufficient information may result in rescheduling or

cancellation of the appointment.

TECH
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“, HSA 2. Document Submission

{pleass provide suffciant information for befier anderstanding of fhe dewce o be discussed)

(a) Medical Device Development o

CO nsu |tat | on Form FROPOSED INTENDED USE! INICATIONS FOR USE

This may nciude:
»  Diseases condlian the dewice [s indicated o prevent miigste,

/ Proposed agenda SCrean, Maniar, treal, or dagnose

«  For (VDs, the gpglyiedconaiion fo ostect snd the =ssay
mEthodeogy

v' Brief device information i -

. . = Partof the body o type of Hsslie o wWhich Sppied or Wit which
v" Overview of device development

the dewvice s Inferaciing
DEVICE! TECHNOLOGY DE SCRIFTION
Status T0 inclutte SUMCIENT KMYMSHaN 10 LNCErsEng WSt the Sroposed
device i5 and maw IT works, Such 55

«  Erief gevice descrighion i =T, piclures Sndvor dlSgYaTSE (35
Eopicahie]
+ »  Evief expianalion of e MECchanism af achion. fRchnciog) Basis,
andior, ¥ appdcable, how the gelice auipul [s Lsed
+ An explanafion of the sclenfific basls for the dewlce andiy the
expecied clnics Ul
« Descipton of Me malerals wsed In the device jwhers

(b) Supporting documents* in recessany]

= Foran MWD, defaled fechnical oescription of the device including

relation to the areas to be discussed. nSumen, resgents, components, somuare, princles of
Information can be provided in | ovEREn oF pevice beveLormENT

[plesse select sccomlingly based on cuwrent development progress of the dewvice)

preferred format, e.g. PowerPoint po—"

= Yes

slides, summary copies etc. = e s commancemaroen

2 Omgoing: projechad complation dabe:

* Please ensure that the supporting information is
appropriate and relevant to the questions on ."“
hand. Please avoid submission of extraneous PN giPre- Clnlcal) S
information. { C { C { C

Complefed? || Compleded? || Gompleded?

2 Yes S Yes 2 Yes

leecbed dabe of launch

Courtry and year of
2 Mo 2 Mo o Mo Introdschon, If device Is
commenclally avallable

2 Ongoing 2 Omgoing 2 Ongoing

All Rights Reserved, Health Sciences Authority
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‘\, HSA 2. Document Submission

SECTION B: MEDICAL DEVICE DETAILS

(a) Medical Device Pre-Submission Name of Product Owner

Consultation Form Name of Medical Device

Medical Device Type Flzsse select one

v" Device information © Ganeral Medical Device
/ Appllcathn |nf0rmat|0n = InVitro Disgnestic Medical Device
Proposed Risk Classification Plegse select one:
= Class B (Low moderate nisk)
+ Based on Rula
= Class C (Moderate high nisk)
Based on Rula
(b) Complete CSDT dossier* based T e R
on selected risk class and evaluation
route Dewess
Proposed Evaluation Route Flzgse select one:
o Full
* Reference guidance documents: o Abridged
. GN-15: Guidance on Medical Device Product O Expedited
Registration o Immediate
o GN-17: Guidance on Pl’eparation of a Product F-t:_:{”:_:‘—f Mexdical Dewca Product Registation
Registration Submission for General Medical Devices Proposed Grouping Type Flease select ane:
using the ASEAN CSDT o SINGLE
. GN-18: Guidance on Preparation of a Product = FAMILY
Registration Submission for In Vitro Diagnostic (IVD) = SYSTEM
Medical Devices using the ASEAN CSDT = TESTHIT
o CLUSTER
o DEVICE SPECIFIC {GN-12-2);

All Rights Reserved, Health Sciences Authority
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"‘, HSA HSA's Initiatives

To provide support through the device development lifecycle

Evaluation Route

|
!
Pre-Market Consultation (PMC) | Facilitate timely access for devices with
Scheme : prior reference agencies approvals

|

|

|

|

| Support innovation and device = S s .
|

|

|

| . o -
i development by ensuring devices are in | Priority Review Scheme |
el ool el : Facilitate timely access for devices that |

| I

address unmet clinical needs

Before regulatory During regulatory
submission submission
+ -
DISCOVERY + DEY,E"OP c REGULATORY PrRODUCT IV||: osT
IDEATION RE- LINICAL SUBMISSION LAUNCH ARKET
CLINICAL MONITORING

TECH

ENABLING REGULATDRY CDMPLI:\NCE
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Evaluation Route

HSA’s Reference Agencies (RAS)
US FDA, EU, Australia TGA, Health Canada, Japan MHLW

Evaluation Qualifying Criteria
FOLUE Class C
FULL Not approved in any RA

ABRIDGED

1 RA approval

EXPEDITED" | ° 2 RAs approval - 2 RAs approval

C| C.D * No rejection/withdrawal by RA/HSA * No rejection/withdrawal by RA/HSA
(Class C, D) » No safety issues globally

& « 1 RA approval

» 3 years marketing in RA/SG
IMMEDIATE L :

* No rejection/withdrawal by RA/HSA

(Class B) :

» No safety issues globally
IMMEDIATE * 1 RA approval
(Standalone * No rejection/withdrawal by RA/HSA
Mobile App) » No safety issues globally

* Not within device group in exclusion list.
EU & TGA approval via Mutual Recognition Agreement (MRA) considered as 1 RA approval.

ENABLING REGULATORY COMPLIANCE

An Initiative by HSA

Reference: GN-15 Guidance on Medical Device Registration T E C H

All Rights Reserved, Health Sciences Authority
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"‘, HSA Priority Review Scheme

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

 Cancer e ;
_ existing alternative treatment or means

» Diabetes of diagnosis

* Ophthalmic diseases OR

« Cardiovascular diseases Represents a breakthrough technology

e Infectious diseases that provides a clinically meaningful
advantage over existing legally marketed
technology

Route 1
* Exclude devices incorporating registrable medicinal products T E C H

ENABLING REGULATDRY CDMPLIJ\NCE
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Turn-Around-Time (TAT) & Fees

TAT (working days)*
Route 1 & 2
Standard Standard
0)
o | 3% o | 5008 )
(by end 2019)
Class B
(FULL) 160 120 105 4,000 4,600 5,800
Class C
(FULL) 220 165 145 6,200 7,100 9,100
class b 310 235 205 11,900 13.700 17,600
(FULL) ' ’ ’

* Excluding stop-clock

JTECH

| ENABLING REGULATORY. COMPLMNCE
e by HSA
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“\’ HSA HSA'’s Initiatives

To provide support through the device development lifecycle

Evaluation Route

|
!
Pre-Market Consultation (PMC) | Facilitate timely access for devices with
Scheme : prior reference agencies approvals

|

|

|

|

| Support innovation and device = § s s s s .
|

|

|

| . o -
i development by ensuring devices are in | Priority Review Scheme |
Ll tile iy G UIETEE : Facilitate timely access for devices that |

| I

address unmet clinical needs

Before regulatory During regulatory
submission submission
+ -
DISCOVERY + DEY,E"OP c REGULATORY PrRODUCT IVlID osT
IDEATION RE- LINICAL SUBMISSION LAUNCH ARKET
CLINICAL MONITORING

TECH

ENABLING REGULATORY CDMPLI:\NCE
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Start early fora
SMOOTH

Regulatory Pathway

Iden’rlfy Initiate Regulatory Post-market
Regulatory }) Regulatory Strategy Regulatory (R:?eggrlg;rgg Surveillance &
: Pathways Strategy Update Submission Reporting
'
I
: DISCOVERY + DIy g REGULATORY ProbDuUCT LD
| IDEATION PRE- CLINICAL _ ) MARKET
: AR CLINICAL DECISION LAUNCH MONITORING
I
L

TECH
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All Rights Reserved, Health Sciences Authority



<)

" HSA

THANK YOU

Scan to know more about the schemes !

For enquiries relating to the schemes, please contact us at
HSA MD_Tech@hsa.gov.sg

TECH

ENABLING REGULATDRY COMPLIJ\NCE

All Rights Reserved, Health Sciences Authority



\A .
“‘, HSA Online Resources

Relevant Guidances for Product Registration

 GN-15 Guidance on Medical Device Registration
 GN-12 Guidance on Grouping of Medical Devices for Product Registration

General Medical Devices
e GN-13 Guidance on the Risk Classification of General Medical Devices

« GN-17 Guidance on Preparation of a Product Registration Submission for
General Medical Device using the ASEAN CSDT

In-Vitro Diagnostic Devices (IVDs)
« GN-14 Guidance on the Risk Classification of In-Vitro Diagnostic Medical
Devices

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

http://www.hsa.gov.sg/content/hsa/en/Health Products Requlation/Medical Devices/ T E C H
Overview/Guidances for Medical Device Reqgistration.html

ENABLING REGULATORY CDMPLIANCE
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http://www.hsa.gov.sg/content/hsa/en/Health_Products_Regulation/Medical_Devices/Overview/Guidances_for_Medical_Device_Registration.html

Y .
"‘, HSA Online Resources

Relevant Guidances for Dealer’s Licenses

e GN-02 Guidance on Licensing for Manufacturers, Importers and
Wholesalers of Medical Devices

GDPMDS
 TS-01 Good Distribution Practice for Medical Devices - Requirements

e GN-01 Guidance on the Application of Good Distribution Practice for
Medical Devices in Singapore

 GN-03 Guidance on Preparation of a Site Master File for Licensing

Quick Guide

http://www.hsa.gov.sg/content/dam/HSA/HPRG/Medical Devices/Overview Framework Policies/Re
qulatory Framework/QUICK%20GUIDE%20TO%20MD%20REGISTRATION%20AND%20LICENSIN
G Jun%202018-pub.pdf

\El Access to all published guidances

o G -'3 http://www.hsa.gov.sg/content/hsa/en/Health Products Reqgulation/Medical Devices/ T E C H
Overview/Guidances for Medical Device Registration.html

ENABLING REGULATORY COMPLIANCE
An Initiative by HSA
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