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Profile

May Ng

• Founder for ARQon (Asia Regulatory & Quality Consultancy), 3 years
• 2 years as Product Manager for In Vitro Diagnostics (IVDs), Poison & Radiation
• 10 years in Singapore Health Science Authority (HSA), established Singapore

registration, approved ~1400 devices, key authoring guidances ie CSDT, GDPMDS.
• 4 years in Biosensors, Regulatory Director drug-eluting stent manufacturer for:
o Product registration for Asia and global countries
o Regulatory compliance from product design, manufacturing and distribution

(DHF/DD/TF, Clinical trial, Customs, Labelling, Product & process change, Recall)
o Site compliance from regulator audit

(EU DEKRA, TUV SUD, TUV NORD, KR MFDS, AU TGA, JP PMDA, BZ ANVISA, SG HSA)

Education
• BSc (Biochem & Microbio) in UPM, MSc (Biomed. Eng) in NTU,

Grad Dip (Medtech Manufacturing) in A*Star Simtech

External roles
• SMF-MTIG - Deputy Chair, MTIG and Program/SME
• ASEAN Medical Device Industry Association (ASEANMed) - Singapore Rep
• China-ASEAN Medical Cooperation Committee - Singapore Rep
• APACMed – MTIG Rep
• Trainer to Authorities: Taiwan FDA, Thai FDA, HK MDCO, S. Arabia FDA, others
• Past committees: AHWP, ACCSQ-MDPWG, ARPA, RAPro, PMO’s TEC
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Below: Not affiliates. Information exchange

Management Committee 

(Regulators)

1. Australia

2. Brazil

3. Canada

4. China 

5. EU

6. Japan

7. Russian Federation

8. Singapore

9. USA

Official Observers Affiliate Organizations

Asia Pacific Economic 

Cooperation 

Life Sciences Innovation Forum 

Regulatory Healthcare Steering 
Committee (APEC LSIF RHSC)

Asia Harmonization 
Working Party

Global Harmonization



ASEAN Vision 2020 
(1997)

AEC 2020 (2003)

AEC 2015 (2007)

ACCSQ-MDPWG 
(2004)

AMDD Draft for public 
consultation (Aug 2012)

AMDD Legal National 
and Legal ASEAN 
Secretariat (2013)

AMDD endorsement by 
ASEAN Member States 
(2014)

ASEAN 

Medical Device Directive 
(AMDD)

Signed  

21 Nov 2014

Enforced  

1 Jan 2015

AEC 2015

-

AMDD

Each Member 
States

Implementation

to be ratified to 
ASEAN Secretariat 

by end 2019
(latest)
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ASEAN MDD
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ASEAN MDD



8 March 2, 2010 Meeting

Medical Device Definition
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9 March 2, 2010 Meeting

Regulated countries 
Medical Device Definition
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Source: IMDRF



1. Active implantable devices
2. Anaesthetic and respiratory devices
3. Dental devices
4. Electro mechanical medical devices
5. Hospital hardware
6. In vitro diagnostic devices
7. Non-active implantable devices
8. Ophthalmic and optical devices
9. Reusable devices
10. Single-use devices
11. Assistive products for persons with disability
12. Diagnostic and therapeutic radiation devices
13. Complementary therapy devices
14. Biologically-derived devices
15. Healthcare facility products and adaptations
16. Laboratory equipment

Source: Strait Times

Medical Device Categories
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 No one size fits ALL

 Which countries to penetrate 

- no regulation vs stringent regulation/regulators, 

- local vs global

 Regulatory requirements 

- from design (Phase 1) to commercialization/post-market surveillance

 Who do you need in the Product development team 

- Engineering/Science, Clinical, Marketing, Regulatory

 Estimating timeline – from concept (Phase 0) to commercialization

Why Regulatory Strategy & Why GLOBAL?
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12 March 2, 2010 Meeting

Source: WHO

Regulated countries 

58% of WHO member states 

(of 194 countries) with regulation

Global regulatory control
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0 Initiation, Concept & Feasibility

Regulatory Strategy

Regulatory review and documentation

1 Design Phase

2 Design Verification & Validation Phase

Regulatory Submission

3/4 Final Validation & Design Transfer Phase

Regulatory Approval

5 Post-Market Phase

Regulatory Surveillance & Vigilance reporting

• Device Name

• Device Description 

• Intended Use 

• Country of Interest

• Device classification

Design freeze early for target to market early, 
other features in next generation or revise Design 
input documents

• Country-specific tests, standards
• Clinical Evaluation planning
• Reimbursement planning for specific product
• Country-specific QMS, in addition to ISO13485
• Technical Documentation to build during design 

control phases

• Product Registration/Timeline

• Technical Documentation 

• Quality Management System 

• Clinical Assessment

• Reimbursement Assessment

Medical Device Design and Development phases  

Regulatory strategy
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Medical Device Design and Development phases  



1. Device name

- As stated on the product labelling

- [Product Owner][Tradename][descriptor] 

eg. Biosensors BioMatrix drug coated balloon 

2. Device description

- Device principles of operation for its intended purpose

- Substantial equivalent devices in the market, if any

eg. Physical vessel opening or for drug delivery

3. Intended use

- Objective intends of the manufacturer regarding the use for the medical purpose

- Defined the device classification  

eg. treat, diagnose, aid

Considerations in Regulatory Strategy
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Intended use

Source: US FDA



4. Countries of Interest

- No/Least regulation  vs stringent requirements

- Some with abridged approval process with predicate device, local made, 

- Regional and international harmonization

- Eg 510k vs PMA, Hong Kong vs Singapore,

5. Device classification

- Lower to higher risk class: Class A, B, C, or D (IMDRF/ASEAN) and I, IIa, IIb, III (EU)

- Based on intended use and function of the device

- Risk posed to the patient and/or user 

- Device class will determine:

o Product registration

o Technical Documentation

o Quality management system
Asia Regulatory & Quality Consultancy   
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Considerations in Regulatory Strategy
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Regulated countries 
Countries of Interest
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Source: Euromonitors
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Product risk classification
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Source: IMDRF



20 March 2, 2010 Meeting

In Vitro Diagnostic Device

List A

(Class D)

List B 

(Class C)

Self-

testing

(Class C)

General

(Class A, 

B, C, D)

Class III

(Class D)

Class IIb

(Class C)

Class IIa

(Class B)

Class I

(Class A)

• Duration of 

device contact 

with the body

• Degree of 

invasiveness

• Body system 

affected

• Local vs.

systemic effects

• Electrical/Active

• By test type 

(Intended use & 

indications)

• User & impact 

of results

Medical Device

Product risk classification
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21 March 2, 2010 Meeting

Product risk classification – General Medical Device
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Source: IMDRF



22 March 2, 2010 Meeting

Regulated countries 

Overview of Regulatory in Medical Device
11 Feb 2015
Page 23
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Product risk classification  - In Vitro Diagnostic (IVD) medical device

Source: BSI
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Product risk classification - Overall
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Source: IMDRF
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6. Product registration

- Exempted or registration 

- Voluntary or Mandatory

- Abridged approval process with predicate device, local made 

- Regional and international harmonization

- Green channel or priority route

- eg 510k vs PMA, Hong Kong vs Singapore

Considerations in Regulatory Strategy
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7. Technical Documentation 

- Applies to all medical device

- Technical documentation – Technical File/Design Dossier (CE), Design History File (US), Country 

dossier

- Format based on EU MDD/MDR, GHTF STED, ASEAN CSDT (product information, risk 

management, Essential requirements related to preclinical, clinical, manufacturing, labelling)

- Country specific requirements – preclinical and local testing, local clinical trial, overseas 

manufacturing audit, local labelling, Legalization of documents, Country of Origin/Free Sale 

certificate

8. Quality management system

- No Certification or Certification required

- Organization structure, responsibilities, procedure, process, resources 

- Certification for Manufacturer License and Product registration

Considerations in Regulatory Strategy
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COUNTRY United States Europe Canada Australia Singapore

Philosophy Risk based Classification

Reg.  

Framework

• Food, Drug & Cosmetics Act 

1976

• Code of Federal Register 

(CFR)

• AIMD 

90/385/EEC

• MDD 93/42/EEC

• IVDD 98/79/EEC

• MDR & IVDR

• Food & Drugs 

Act

• Medical 

Device 

Regulations

• Therapeutics 

Good Act 1989

•Therapeutics 

Good  (MDs) 

Regulations 2002

•Health Products 

Act

•Medical Device 

Regulations

Classification 

Systems

Class I (Exempt + General 

Controls)

Class II (Gen + Special 

Controls)

Class III (Gen + Special 

Controls+PMA)

Class I, IIA, IIB, III

Class A, B, C, D

(4 Classes)

Class I, II, III, 

IV

(4 Classes)

Class I, IIA, IIB, III

Class A, B, C, D

(4 Classes)

Class A, B, C, D

(4 Classes)

Conformity 

Assessment

• Premarket Approval (PMA) 

by FDA

• Premarket Notification 

(510k) by FDA and 3rd parties 

accredited by FDA

• Quality System

• Vigilance Reporting

• Evaluation by 

Notified Bodies

• Conformity 

assessment/MQM

S/ Type Testing

• Vigilance 

Reporting

• Evaluation by 

Health Canada

• Quality 

System 

(ISO13485 

mandatory)

• Vigilance 

Reporting

• Evaluation by 

Notified Bodies or 

Competent 

Authority for Class 

III, Combinations, 

Local 

manufactured 

• Conformity 

assessment/QMS/ 

Type Testing

• Vigilance 

Reporting

• Full Evaluation

• Abridged 

Evaluation 

(Benchmarked 

GHTF)

• Quality System

• Vigilance 

Reporting

Global regulatory controlGlobal regulatory control
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Global product registration
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Global Product registration – CE MDD
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Global regulatory control – product lifecycle
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30 March 2, 2010 Meeting

Global regulatory control – product lifecycle
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9. Clinical assessment  

- Literature, Clinical experience and/or Clinical investigation/trial?

- Assessment and analysis of clinical data for the clinical safety and performance

=> Clinical Evaluation report

10. Reimbursement assessment  

- Reimbursement approval to supply in the government hospital and selling price

- Government healthcare payment infrastructure for the use of the device and 

treatment method

- Controlled by Health Technology Assessment authority 

=> Core Value Dossier (for new reimbursement code)

Take Home Message & Challenges to Penetrate ASEAN/Asia
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• Project and Documentation workplan 

• Teamwork 

• Regulatory Strategy 

• Marketing Strategy

• Awareness on changes on regulatory, technology and IP

Other considerations
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ARQon - Asia Regulatory & 
Quality Consultancy

Email: info@arq-on.com
Website: www.arqon.com

Tel: +65 66872982 
Mobile: +65 90671432

Singapore 

HQ

ASEAN 

Malaysia

, 

Vietnam

US

California

EUROPE

Switzerland

ASIA 

Taiwan
MIDDLE EAST 

& AFRICA

Dubai

LATIN 

AMERICA

Brazil

JAPAN

Tokyo

CHINA

Guangzhou, 

Shanghai

Victoria

Contacts & Thank you

Key offices:  HQ-Singapore, ASEAN-Malaysia, Vietnam, ASIA- Taiwan, AU-Victoria, EU-Switzerland, US - California 
Partners: CHINA-Guangzhou, Shanghai, JAPAN-Tokyo, LAMER – Brazil, MIDDLE EAST/N.AFRICA-Dubai, GLOBAL
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