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Useful definitions

Conformity Assessment:  The systematic examination of evidence 

generated and procedures undertaken by the manufacturer, under 

requirements established by the Regulatory Authority, to determine 

that a medical device is safe and performs as intended by the 

manufacturer and, therefore, conforms to the Essential Principles of 

Safety and Performance for Medical Devices.

Conformity Assessment Body (CAB):  A body, other than a Regulatory Authority, 

engaged in determining whether the relevant requirements in technical 

regulations or standards are fulfilled.  

Recognised Standards: Standards deemed to offer the presumption of 

conformity to specific essential principles of safety and performance.  

Technical Documentation: The documented evidence, normally an 

output of the quality management system, that demonstrates 

compliance of a device to the Essential Principles of Safety and 

Performance of Medical Devices.
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Principles of Conformity Assessment

Conformity Assessment:  The systematic examination of evidence 

generated and procedures undertaken by the manufacturer, under 

requirements established by the Regulatory Authority (RA), to determine 

that a medical device is safe and performs as intended by the manufacturer 

and, therefore, conforms to the Essential Principles of Safety and 

Performance for Medical Devices.

GHTF/SG1/N78 & GHTF N046

Conformity assessment is a demonstration that a MD or IVD conforms 

to the essential principles as an assurance it is safe and performs as 

intended.  Can include….. evaluation activities including examination of 

records and procedures undertaken by the manufacturer, under 

requirements established by the RA.  In assessing the conformity of a MD 

with the essential principles, standards or parts of several standards may 

be utilized and combined in a way that is appropriate for the specific MD. 

In some cases, the use of parts of standards and/or combinations of 

standards should be acceptable for conformity assessment purposes. 

(simplified)

IMDRF/GRRP WG/N47 
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Rationale

1. Conformity assessment (CA) provides objective evidence of 

safety, performance, and benefits and risks to maintain public 

confidence

2. Complementary elements of a global regulatory model – CA

conducted over product life-cycle (before and after device placed 

on market, and post-market surveillance)

3. CA is the device manufacturer's responsibility, ensures supplied

device continues to conform to EP, required by the Regulatory

Authority or the regulatory framework. 

4. Risk-Based Approach - rigour of conformity assessment and

regulatory oversight commensurate with the degree of potential

hazards presented by device 

GHTF/SG1/N78 & GHTF N046
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Conformity Assessment Elements

GHTF/SG1/N78 & GHTF N046

1. A quality management system (QMS),

2. A system for post-market surveillance (PMS), 

3. Technical documentation,

4. A declaration of conformity (DoC), and 

5. Registration of manufacturers and their medical 

devices
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Conformity Assessment Elements

A quality management system (QMS), example ISO 13485

What is a QMS - a formalised system that documents processes, procedures, 

outputs and responsibilities for achieving quality policies and objectives.

Manufacturer should implement, document and maintain a QMS that ensures 

the medical devices it designs, manufactures and supplies to the market are 

safe, perform as intended and comply with the relevant provisions of the 

regulations. 

Key components of system/procedure:

• Product Life-cycle Documentation

• Management Responsibility 

• Design development 

• Product V&V, Clinical evaluation

• Monitoring, measurement, analysis and 

improvement, e.g. Complaint handling, 

analysis, CAPA
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Conformity Assessment Elements

A system for post-market surveillance (PMS) 

Continued conformity to EP: such as complaint handling, vigilance reporting, 

and corrective and preventive action

Technical documentation

• Objective evidence that manufacturers must have to ensure device (all 

risk classes) conforms to EP (developed, designed and manufactured, 

etc). 

• Updated as necessary to reflect the current status, specification and 

configuration of the device.  

• RA (or CAB) determines the adequacy evidence and other regulatory 

requirements through a review. 
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Conformity Assessment Elements

A Declaration of Conformity (DoC)

Regulatory declaration/attestation device 

conforming to EP. 

Registration of manufacturers and their 

medical devices

Record & information on dealers & products
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WHO: Setting Priorities for Regulatory Programme Development

Key Takeaways

Source: World Health Organisation, Medical Device Regulations: Global overview and guiding principles

Technical documentation, QMS & DoC

System for PMS

Registration of 

manufacturers 

and their medical 

devices & DoC
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Utilization of Conformity 

Assessment by Regulatory 

Authorities - HSA’s Experience
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Health Sciences Authority, Singapore



All Rights Reserved, Health Sciences AuthorityAll Rights Reserved, Health Sciences Authority

HSA’s Role in Health Products 

Regulation

Our Role (Medical Devices)

▪ Ensure medical devices 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

1
Benefits outweigh 

foreseeable risks

Risk-based approach

Confidence-based approach

2

3

4
Adoption and judicious 

adaption of international 

standards & best practices 

Forging strategic partnership 

both regionally in ASEAN and 

internationally

5
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Regulatory Convergence

Opportunities

IMDRF/GRRP WG/N47  - EP

The worldwide adoption of a common set of fundamental design 

and manufacturing requirements for medical devices that, when 

met, provide assurance the device is safe and performs as 

intended, offers significant benefits to, among others, 

manufacturers, users, patients/consumers, and to Regulatory 

Authorities.  Reducing differences between jurisdictions 

decreases the cost of gaining regulatory compliance and allows 

patients earlier access to new technologies and treatments. 

IMDRF/GRRP WG/N47 
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Developing Framework in accordance with 

GHTF Recommendations

• Risk classification

• Definitions – 

Manufacturer/importer/ 

distributor/medical device

• Registry for listing/dealers

• Post-market Surveillance system

• QMS

• Record keeping

• Labeling

• Compliance with essential principles 

of safety and performance

• Recognition of International 

standards 

• Clinical trials - oversight

• Special access program

• Advertisement control

Source: GHTF/AHWG-

GRM/N1R13:2011

• Technical Information Review

• Robust clinical trial applications review

• Oversight of conformity assessment of 

the manufacturer’s QMS

• Robust Post-market Surveillance system 

with Inspection system

• Post-market testing ability
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Medical Device Product Lifecycle

DISCOVERY + 
IDEATION

DEVELOP + 
PRE-

CLINICAL

CLINICAL

POST –
MARKET 

MONITORING

REGULATORY 
SUBMISSION

PRODUCT 

LAUNCH

Pre-market Post-market 

Required evidence are generated 

throughout product development, 

validation studies, monitoring & 

surveillance 

Intended Use

Device labelling & 

Packaging

 Feasibility

Early Risk 

Assessment

Biocompatibility

Electrical safety

Functional test

Sterility test

Risk management

Supplier & 

manufacturer 

qualification

Literature review

Clinical 

performance

Clinical 

evaluation report

…

Product 

registration  

(QMS) & 

Dealers 

licence

Post-market 

Surveillance 

& 

obligations

Technical Documentation and/or DoC



All Rights Reserved, Health Sciences AuthorityAll Rights Reserved, Health Sciences Authority

Device Life-cycle & Risk-based 

Approach

Risk 

class

Risk 

level

Product registration 

requirements

D
High 

Risk
Requires registration.

More thorough review of 

documentary evidence 

with increased device risk. 

C

Medium 

– High 

Risk

B

Low – 

Medium 

Risk

A
Low 

Risk
Not required to register

Review requirements on evidence stratified in 

accordance with device’s Risk Classification 

Key regulatory controls/ 

CA Elements 
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Legal Framework

➢ Health Products Act (2007)

➢ Health Products (Medical Devices) Regulations 2010

➢ Hierarchy of regulatory framework

❑ Act (Health Products Act)

❑ Regulations (Health Products 

(Medical Devices) Regulations 2010)

❑ Guidance Documents (Public 

information available on website)
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Technical documentation

IMDRF ToC dossier

Provides an internationally harmonized, modular, format for use when filing 

medical device submissions to regulatory authorities for market authorization. 

IMDRF/RPS WG/N9 - Non-In Vitro Diagnostic Device Market Authorization 

Table of Contents 

IMDRF/RPS WG/N13 - In Vitro Diagnostic Medical Device Market Authorization 

Table of Contents 

(IVD MA ToC) 

Guidance on 

Submission 

for Product 

Registration
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Technical documentation

IMDRF ToC dossier
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Technical documentation

IMDRF ToC dossier sections comparison - PMS
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Technical documentation

IMDRF ToC dossier sections comparison - DoC

Conformance to EP: methods that may be used include compliance with 

consensus or other standards, state of the art or internal industry methods, 

comparisons to other similar marketed devices, etc. 
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Technical documentation

IMDRF ToC dossier sections comparison - Standards
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Technical documentation

IMDRF ToC dossier sections comparison - QMS
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Relevant Essential Principles and Method Used to 

Demonstrate Conformity

No. Essential Principles – General 

Requirements

Applicable 

to the 

Device?

Method of 

Conformity

Identity of 

Specific 

Documents

1 Medical Devices should be designed 

and manufactured in such a way that, 

when used under the conditions and 

for the purposes intended and, where 

applicable, by virtue of the technical 

knowledge, experience, education or 

training of intended users, they will not 

compromise the clinical condition or 

the safety of patients, or the safety and 

health of users or, where applicable, 

other persons, provided that any risks 

which may be associated with their use 

constitute acceptable risks when 

weighed against the benefits to the 

patient and are compatible with a high 

level of protection of health and safety.

Yes Quality System 

Standard: 

- ISO 13485: 2016

Risk Management 

Standard:

- ISO 14971:2019

Design Control 

Procedures:

-S83782

Mfg A Ltd 

Corporate 

Quality Manual

ISO 13485 

certificate No. 

135

Risk 

Management 

Report

Design 

Specifications 

322/2005/08
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Relevant Essential Principles and Method Used to 

Demonstrate Conformity

IMDRF/GRRP WG/N47

Annex
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Biocompatibility Studies

Pre-clinical studies
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Pre-clinical Studies

Intragastric Balloon System

• Balloon deflation puncture test

• Acid Exposure and Elasticity test

• Elongation and tensile strength of the fill tube

• Tensile strength and percent elongation of the balloon shell

• Bond strength between fill tube and sheath......

(Non exhaustive list)

• Physical Tests/ Performance Testing

✓ Physical testing is conducted, for example to predict the adequacy of 
device response to physiological stresses, undesirable conditions, long-
term use and all possible failure modes

✓ To include the finished device and its components

✓ Physical tests to be performed - as appropriate for the Device in question 
and its intended use.
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Pre-clinical Studies

Cardiovascular Guidewires

• Tensile Strength

• Torque Strength

• Torqueability

• Tip Flexibility

• Coating adherence/integrity

• Catheter Compatibility.......

(Non exhaustive list)
Resorbable Bone Void Filler Device

• pH testing

• Dissolution/ Solubility testing

• Working time

• Setting time

• Dimensional stability

• Setting reaction temperature

• Chemical analysis of the final device........

(Non exhaustive list)
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Animal studies

✓ Rationale and limitations of selecting the particular animal model

✓ To address the interactions of the device with body fluids and tissues and the 

functional effectiveness of the device

Pre-clinical studies
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Pre-clinical studies - IVD

• Analytical Sensitivity

• Analytical Specificity

• Interfering Substances

• Precision (Repeatability/ Reproducibility)

• Linearity (Reportable Range)

• Trueness

• Recovery

• Stability of reagent

• Specimen type and storage recommendations

• Potential Carryover

• Traceability & Expected Values (Controls, Calibrators, Methods)
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Clinical evaluation report

➢ Data from Literature Search

✓ Literature Search Protocol

✓ Literature Search Report

✓ Published articles and other references identified as relevant to the 

medical device

➢ Data generated through clinical experience

✓ Post-market surveillance reports, registries or cohort studies

✓ Adverse events databases

✓Details of clinically relevant field corrective actions

➢ Data from Clinical Investigations

✓ To include design, ethical and regulatory approvals, conduct, results and 

conclusions of the Clinical Investigation

Clinical Evidence
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Performance evaluation studies using human specimens

• Clinical Sensitivity 

• Clinical Specificity

• Performance evaluation studies in comparison to a predicate/ well-

established device

• Clinical Cut-off

• Reference Interval

• For self-testing and point-of-care IVD, performance evaluation when 

used by the target users e.g. lay person in case of self-testing IVD

Clinical Evidence - IVD
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Technical documentation

GN-15: Guidance on Medical Device Product Registration 

Review Routes (turn-around time working days)
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Regulatory Reliance

Regulatory Reliance

The act whereby the regulatory authority in one jurisdiction may take into account 

and give significant weight to (i.e., totally or partially rely on work products by) 

another regulatory authority or trusted institution in reaching its own decision. 

Source: 

WHO - Good Reliance 

Practices in the 

Regulation of Medical 

Products: High Level 

Principles and 

Considerations 
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• Promotes regulatory efficiency by leveraging the work done by other trusted 

agency/institution

• Enhances accessibility to safe, effective and good quality medical devices

• Allows the relying regulatory authority to retain its jurisdictional independence

o Relies on the assessments or decisions from others

o Retains sovereignty of decision making

o Remains responsible and accountable for regulatory decisions taken

• Establishing an effective reliance approach requires:

o Relying agency: Build confidence in the evaluations and assessments 

conducted by the other trusted agency (e.g. Thailand)

o Other trusted agency: Be transparent on the evaluation and assessment 

criteria and practices including the decision making processes

• Sustaining the reliance approach requires on-going engagement and 

collaboration between the agencies to build trust and confidence

Regulatory Reliance
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Confidence-based evaluation route of Class B, C, D MDs: 

1. CA approach - Prior approval from HSA’s reference agencies (RAs), with 

identical labelled intended use. 

*Global Harmonization Task Force (GHTF) founding members 

**Type of recognised approvals can be found in GN-15: Guidance on Medical Device 

Product Registration

2. Safe marketing history in the respective RAs.

→ Devices may go through an evaluation route with Shorter timeline + Lower cost 

+ Less dossier requirements.  

Australia TGA Health Canada EU Japan MHLW US FDA

HSA’s Reference Regulatory Agencies

Regulatory Reliance
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Technical documentation

GN-15: Guidance on Medical Device Product Registration 

Review Routes (turn-around time working days)
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Technical documentation
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Technical documentation
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Nov 

2011

Phased Approach : 

Medical Device Regulations Roll-Out

Nov 

2007

Voluntary 

Product 

Registration 

(VPR)

Phase I: Post-Marketing Duties (e.g. keep supply records, report adverse events and FSCAs)

May 

2010

Phase III: Evaluation and Registration of Class C and D Medical Devices

(On Transition List prior to 1 May 2010)

Nov 

2008

Phase II: Commence Product Registration and License Applications

Aug 

2010

Phase IV: Mandatory Licensing of Medical Device Dealers & Class C & D 

MD Registration

Jan 

2012

Phase V: Final Date of Submission for Class A and B 

Medical Devices (On Transition List prior to 1 Dec 2011)

Phase VI: Evaluation and Registration of Class 

A  and B Medical Devices  

No fees for 

product 

registration

2002

Health Products 

(Medical Devices) 

Regulations 2007

Health Products 

(Medical Devices) 

Regulations 2010

Full Implementation
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Regulator

Relevant, Responsive & Ready

Regulatory Paradigm
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Manufacturer
/Industry 
/Dealers

Patient

CAB

RA

Many participants in the Medical Device life-cycle:

Managing Medical Device Risk 

Collaboratively

All stakeholders in 

this ecosystem 

contributes to  

management of risks 

and towards 

achieving positive 

health outcomes. 
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Listing of Class A devices & QMS

“Registration of manufacturers and their medical devices” - collection and 

retention of these information are fundamental elements of regulatory control.

?Remember? Phased Implementation (VI) 2012 : Evaluation and Registration of Class A  and B Medical 

Devices  
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Good Distribution Practice for Medical Devices (GDPMDS)

• Certification performed by 3rd party certification bodies accredited by the 

Singapore Accreditation Council (SAC).

• SS 620 will be replacing GDPMDS, implemented on 9 November 2017 with 

a 3 year transition period.

Purpose

• Ensure that companies dealing with medical devices have a quality 

distribution system in place in maintaining devices’ QUALITY & INTEGRITY 

throughout the process.

Manufacturers

User

SCOPE

1. Product (Medical Devices)

• Storage & Stock Handling

• Delivery

• Installation & Servicing

2. Facilities

3. Services provided by External Parties (3PL)

4. Post market Activities

QMS
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QMS

Accreditation of Certification Bodies assessing conformance to QMS 

standards as pre-requisite for HSA Dealer’s Licenses. 

License / QMS 

requirements
Manufacturer’s Importer’s Wholesaler’s

Type of QMS 

certification

ISO 13485 / 

MDSAP 

GDPMDS* or ISO 13485 / 

MDSAP 

Class A Only - 

QMS certification
Declaration of conformity to a QMS

*QMS for importers & wholesalers → SS 620: Singapore Standard for Good 

Distribution Practice for Medical Devices – Requirements (GDPMDS) 

Prior to 2010 – Accredited certification bodies issuing SS620/GDPMDS QMS 

certificates.

From 2025 - Accredited certification bodies issuing ISO 13485 QMS 

certificates.
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PMS
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Global Regulatory Regimes

Control USA EU Canada Australia Japan         
Singapore 

(2007, 2010)

Product 

Classification
Risk stratification system

- Review 

process (High 

to low risk)

- PMA 

(full evaluation)

- 510K 

Notification 

(predicate 

equivalence)

- 510k (3rd Party 

Review)

-Exempted from 

product review

EU NB system

- Full Quality 

System Audit

- Design 

Examination 

(i.e. full 

evaluation)

- Type testing

- Self 

declaration

- Full evaluation

- Product 

review

- Notification

- Self 

declaration

- Full Quality 

System Audit

- Design 

Examination 

(i.e. full 

evaluation)

- Type testing

- Self 

declaration

- Full evaluation

- Product 

review

- Product 

review (CAB)

- Notification

- Self 

declaration

- Full evaluation   

(~ <1% )

-  Abridged 

review

-  Immediate/ 

Expedited 

review

-  Exempted/ 

Declared

Dealers

Control ✓ ✓ ✓ ✓ ✓ ✓

Manufacturer 

(QMS)

MDSAP 

ISO13485 / 

(QSR)

MDSAP/ 

ISO13485

MDSAP/ 

ISO13485

MDSAP/ 

ISO13485

MDSAP/ 

ISO13485; 

MO 169

MDSAP/ 

ISO13485

Post-market Post-market Control - PMS
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Take-home Message…

1. Medical devices are regulated under the Health 
Products Act and the Health Products (Medical Devices) 
Regulations

2. The primary objective of regulation is to safeguard 
public health and establish traceability via Conformity 
Assessment elements.

3. HSA adopts a product life-cycle approach (change 
management) and applies risk-based controls.

4. Regulatory controls are constantly evolving. We should 
strive for continuous improvement.

5. Stakeholders form the fabric of a comprehensive 
regulatory landscape.
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THANK YOU

Christopher_lam@hsa.gov.sg
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