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Introduction

All regulatory systems recognize that adverse event reporting alone cannot capture all risks related to the use of medical devices.  Diagnostic devices where false positive and false negative are expected, long term implantable devices and devices for home use are examples of cases where the evaluation of the performance from adverse event reports alone is difficult or even impossible. 

For this reason, various programs for the systematic collection of data on the performance of devices during the post-marketing phase exist in different countries. 

1. The objectives of this document are

(a) To review current Post Market Surveillance System among AHWP economy members

· Organization and infrastructure

· Scope and requirements

· Post Market Surveillance & Vigilance system

· Withdrawal and Recall

(b) To define the differences the system among AHWP economy members
2. Scope

This document provides an overview of the current regulatory requirements for Post market Surveillance in AHWP economy members.  As such it is meant to be a status document, representing a brief overview only and does not represent the full scope and nature of the regulations.

A general description of PMS is given for each member. PMS activities are then divided into Surveillance activities carried out by the authorities and those carried out by the manufacturers.

3.  Definitions

None

4.  References

4.1. GHTF SG2-N79R8:2006 – Medical Devices: Post Market Surveillance: National Competent Authority Report Exchange Criteria and Report Form

4.2.  GHTF/SG2/N9R11:2003 – Global Medical Devices Competent Authority Report

4.3 GHTF/SG2/N47R4:2005 Review of Current Requirements on Post-market Surveillance 
4.4. AHWP Survey form on Post Market Surveillance & Vigilance system
4.5. AHWP Economy Members Website
	Country
	Website

	Cambodia
	N/A

	China
	http://www.sfda.gov.cn

	Hong Kong
	http://www.mdco.gov.hk

	India
	www.cdsco.nic.in  

	Indonesia
	N/A

	Korea
	http://www.kfda.go.kr

	Laos
	N/A

	Malaysia
	http://www.mdb.gov.my

	Philippines
	N/A

	Saudi Arabia
	http://www.sfda.gov.sa

	South Africa
	N/A

	Singapore
	http://www.hsa.gov.sg

	Chinese Taipei
	www.doh.gov.tw

	Thailand
	http://www.fda.moph.go.th

	Vietnam
	N/A


5. Current Requirement

There are 13 from 15 AHWP economy members participated the survey as follows,

1.Cambodia 2. China 3. Hong Kong 4. India 5. Indonesia 6. Korea 7. Laos 8. Malaysia 9. Philippines 10. Saudi Arabia 11. Singapore 12. Chinese-Taipei 13. Thailand 

Section 1: Organization and Infrastructure

There are 11 established medical device regulatory systems. To date only Laos and Cambodia don’t have medical device regulatory system in place.

-  7 following economy members medical devices regulatory systems are compulsory,

1. China

2. India

3. Indonesia

4. Korea

5. Chinese Taipei

6. Thailand

- Both Saudi Arabia and Philippines are under both mandatory and voluntary phase

- Malaysia and Hong Kong are still under voluntary however Malaysia’s the draft Act is going to Parliament in Q1 2009.

Medical Devices regulation was developed in the later stage therefore some of the markets as follow their regulation are still under Pharmaceutical law.

· India

· Philippines

Chinese Taipei is only country that their regulation is under both medical devices and pharmaceutical laws.

All 11 established medical device regulatory systems have post market surveillance and vigilance system. Only Hong Kong, India and Malaysia are still under voluntary.

Below are the identified people who are currently in charge of the post market surveillance and vigilance activities in each economy members.

	China
	Name:
	TBD

	 
	Email:
	TBD

	 
	Address:
	TBD

	 
	 
	 

	Hong Kong SAR
	Name:
	Ms. Jennifer Mak / Mr. Mark W. K. Lau

	 
	Email:
	jennifermak@dh.gov.hk / see_mda@dh.gov.hk

	 
	Address:
	Room 3101, 31/F, Hopewell Center, 183 Queen's Road East, Wanchai, Hong Kong

	 
	 
	 

	India
	Name:
	Mr. M. Mitra Assistant Drug Controller (DSCO, DGHS, New Delhi)

	 
	Email:
	ddci@nb.nic.in

	 
	Address:
	Room numbeer 560, Numan Bhowan, New Delhi

	 
	 
	 

	Indonesia
	Name:
	 Arianti Anaya

	 
	Email:
	bahdar2007@yahoo.com (temporary email)

	 
	Address:
	JI. HR. Rasuna Said Blok X-5 Kav. 10. LT. 7 /720 Jakarta 12950 

	 
	 
	 

	Kingdom of Saudi Arabia
	Name:
	Eng.Essam M. Al-Mohandis

	 
	Email:
	Emmohandis@sfda.gov.sa

	 
	Address:
	3292 North Highway Al-Nafal District Riyadh 1312-6288 K.S.A.

	 
	 
	 

	Korea
	Name:
	Son Mi Jung

	 
	Email:
	son106@kfda.go.kr

	 
	Address:
	4F KT B/D, 84-1 Daejo-dong, Eunpyung-ku, Seoul 122-713, Korea

	 
	 
	 

	Malaysia
	Name:
	Noorazlina Zainuddin 

	 
	Email:
	Noorazlina@medicaldevices.gov.my

	 
	Address:
	Medical Devices Bureau, Ministry of Health Offices, Level 4 & 5, Block E6, Complex E. Federal Government Administrative Centre. 62590 Putrajaya, Malaysia 

	 
	 
	 

	Philippines
	Name:
	Maria Cecilia Matienzo

	 
	Email:
	ccmatienzo@co.doh.gov.ph 

	 
	Address:
	Department of Health, San Lazaro Compound, Sta. Cruz, Manila 

	 
	 
	 

	Singapore
	Name:
	Mr Cai Yiting / Mr Sanjay S Kumar 

	 
	Email:
	cai_yiting@hsa.gov.sg / sanjay_s_kumar@hsa.gov.sg

	 
	Address:
	Licensing and Surveillance Unit/ Medical Device Branch/ Therapeutic Products Branch/ Health Products Regulation GroupAddress: 11 Biopolis Way, #11-01, Helios Singapore 138667

	 
	 
	 

	Chinese Taipei ADR
	Name:
	National ADR Reporting Center

	 
	Email:
	adr@doh.gov.tw

	 
	Address:
	2FI. No.32, Roosevelt Rd., Sec.1, Taipei 100 Chinese Taipei 

	 
	 
	 

	Thailand
	Name:
	Yuwadee Patanawong

	 
	Email:
	puyuwade@fda.moph.go.th

	 
	Address:
	Medical device control division, Thai FDA


Majority of the economy members (9) have 1-5 staff in Post marketing team. Only Philippines have staff more than 6 and less than 10. China has PMS team that consist of 1-5 people for each province so there is more than 100 PMS staff across the country.

Section 2: Scope and Requirements

We have identified the scope of Post-Market Surveillance and Vigilance System as follows,

· Recall

· Safety Alerts

· Adverse event reporting

· Sample test

· Others

Singapore, Korea, China, Saudi Arabia, Hong Kong, Indonesia, Malaysia and Thailand have defined that the above overall scope apply to their PMS & Vigilance systems. In addition, Singapore is responsible for Voluntary Reports from Healthcare Professionals and Public, Saudi Arabia cover Customer and Public Awareness and Thailand are handling corrective action for medical device defect, labelling change and scrap the defect products. Chinese Taipei and Philippines’s PMS scope are covered only Recall, Safety Alerts and AE reporting.  

The Regular post-market surveillance and vigilance activities carried out by regulatory authority in each economy has been identified as follows,

	China
	Sample testing and adverse event monitoring

	Hong Kong SAR
	NCAR, overseas authorities' websites, MDCO website update and contact lens solutions testing

	Indonesia
	Yes, Indonesia Centre and every provinces

	Korea
	Safety concerned information are reported at http://mdmoa.kfda.go.kr

	Malaysia
	Audit, inspection, technical document assessment and web surfing.

	Philippines
	Monitoring of websites of other regulatory agencies.

	Saudi Arabia
	Yes

	Singapore
	Inspections, monitoring of corrective actions implemented, monitoring for alerts on medical devices

	Chinese Taipei
	Regular post-market surveillance - license holder need to carry it out.

	Thailand
	Sample testing, Periodic promise audit e.g. Surveillance Quality Management System, Adverse event reporting system and Safety alerts and recalls.


The regular post-market surveillance and vigilance activities carried out by manufacturers or their representatives are also identified as follows

	China
	Adverse event reporting.

	Hong Kong SAR
	 Proactive post-market surveillance report to be submitted at 1 year interval for selecting medical devices or when requested.

	Indonesia
	 Yes, they have to make a report about PMS result once a year and if there are special case adverse event happen.

	Korea
	Proactive post-market surveillance report to be submitted at 1 year interval for a newly developed and human use medical devices

	Saudi Arabia
	No

	Malaysia
	Customer survey, supplier audit, organized and structured complaint handling procedures and post market audit.

	Philippines
	 They have in house procedures to conduct post-market surveillance of their products.

	Singapore
	Maintain distribution records; maintain product complaint records, report FSCA and adverse events for their medical devices.

	Chinese Taipei
	Regular post-market surveillance - license holder need to carry it out.

	Thailand
	 Adverse event reporting, recalls etc.


There are only 4 economy members, as follow require regular post-market surveillance and vigilance activities carried out by traders.
	China
	China - sample testing and adverse event reporting

	Singapore
	Maintain distribution records; maintain product complaint records, report FSCA and adverse events for their medical devices.

	Chinese Taipei
	Regular post-market surveillance - license holder need to carry it out.

	Thailand 
	Adverse event reporting, recalls etc.


There is no regular post-market surveillance and vigilance activities carried out by users except China. The rest of economy members’ users are encouraged to report AEs.

In AHWP economy members have defined the group of people who require reporting AE as follows,

Manufacturer: All countries except Hong Kong is required to submit the AE reports.

Importer:  All countries except Hong Kong & Indonesia are required to submit the AE reports.

Distributor: All countries are required distributors to submit the AE reports

User facilities: All countries are encouraging the user facilities to report except Hong Kong, Singapore, Korea, Indonesia and Thailand.

Users: All countries are encouraging the users to report except China that is mandatory.

Conformity Assessment Body (CAB); Only Malaysia require CAB to report AE.

AHWP economy members AE reporting requirements including reporting timelines are as follows,
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Country Origin of Cases

Exp.

Unexp.

Exp.

Unexp.

Exp.

Unexp.

Exp.

Unexp.

Local 10d 10d 30d 30d 48h 48h

http://www.hsa.gov.sg

MDR, Vigilance, Deaths & Serious 

Injuries. 

Foreign

48h 48h

Require PIN to report events on line. 

Currently awaiting our PIN

Local 30d

30d 30d 30d 30d 30d

7d 7d

www.mdb.gov.my

Based on drug regulation because 

Medical device regulation are still under 

Foreign

Local 30d 30d 24h 24h 15d 15d 24h 24h

http://www.fda.moph.go.th/fda%2

Dnet/html/product/mdcd/eng/

Foreign

30d 30d 24h 24h 15d 15d 24h 24h

Local

x x x x

www.cdsco.nic.in  

Healthcare professional need to report 

to cdsco. Industry need to report only 

Foreign

Indonesia

Local

30d 30d 24h 24h 30d 30d 24h 24h

Foreign

Local

10d 10d 30d 30d 10d 10d www.mdco.gov.hk  Calendar days

Foreign

..\Adverse Event Forms\Hong 

Kong.pdf

Local 30d 30d 10d 10d 30d 30d 48h 48h

www.doh.gov.tw/EN2006 

Foreign

Local 30d 30d 10d 10d 30d 30d 10d 10d

http://mdprc.sfda.gov.sa

Foreign

30d 30d 10d 10d 30d 30d 10d 10d

Local 10d 10d 15d 15d 30d 30d 7d 7d

http://www.emed.kfda.go.kr

Foreign

Local

Death_Imm

ediately / 

Serious 

AE_10 

Days

Death_Imm

ediately / 

Serious 

AE_10 

Days

15d 15d 24 h 24 h

www.sfda.gov.cn/eng  Working days

Foreign

Death_Imm

ediately / 

Serious 

AE_10 

Days

Death_Imm

ediately / 

Serious 

AE_10 

Days

15d 15d 24 h 24 h

..\Adverse Event 

Forms\CHINA.doc

after first report. Adverse event annual 

compilation of reports.

Website & Reporting Form

Saudi Arabia

Korea

China

Hong Kong

Chinese Taipei

Thailand

India 

Singapore

Malaysia 

AHWP AE Reporting 

Requirements

Device malfunction Serious Injury or  Near Adverse event                                            Serious public 

Related Related Related Related



Section 3: Withdrawal and Recall

Recall Definitions
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 Safety Alert is defined as a piece of public announcement, disseminated either voluntarily by the manufacturer 

or from health regulatory authorities in various forms, which carries information regarding any safety issue of a 

certain MD/family of MDs that

To withdraw a product by manufacture or distributor or by regulator.

Is an action take to address a problem with medical devices that is violates SFDA law. Recall occur when 

medical devices is defective, when it could be a risk to health, or when it is both defective and risk for health. A 

medical devices recall doesn't al

Voluntary recall is defined as any voluntary actions such as remove, disuse or receipt, exhcnage, reufund by 

the manufacturers and importers for medical dvices found riskjy in concern of safey & effectiveness and quality 

control.

in relation to a health product, means any action taken by its manufacturer, importer, supplier or registrant to 

remove the health product from the market or to retrieve the health product from any person to whom it has 

been supplied, because the health p

 Safety Alert is defined as a piece of public announcement, disseminated either voluntarily by the manufacturer 

or from health regulatory authorities in various forms, which carries information regarding any safety issue of a 

certain MD/family of MDs that

“Recall” as used in these Measures refers to the process wherein a producer of medical devices, with regard to 

flawed products that it has already brought to market and distributed, eliminates the flaws and hazards from 

said products through means such as

Take the product from the market


Almost all the economy members are required manufacturers/representative to report recalls/corrective actions that happen inside and outside their jurisdiction except Korea, Hong Kong SAR and Chinese Taipei that require only the report inside their jurisdiction. Philippines are encouraging manufacturers/representative to report recalls/corrective actions that happen inside their jurisdiction however it’s not imposed by law.

All AHWP economy members who participate this survey are interested in the AHWP Safety Alert Dissemination system (SADS).

In summary, current requirements, definitions and understanding of Post-Market Surveillance (PMS) activities among AHWP economy members are still not harmonised.  AHWP TC WG02 will use this information from this survey to determine a second step. We believe that to harmonize with some of their aspects of GHTF SG02 framework may benefit AHWP economy members’ regulatory authorities and industry.

Appendix 1

	Name: 
	

	Email Address: 
	

	Organization:
	

	Country/Economy:
	


Section one: Organization and infrastructure

1. Has your country/economy established any medical device regulatory system?
(  Yes




( No

(a)
If yes, is it mandatory or voluntary?

(  Mandatory



( Voluntary


(b)
Is it under medical device or pharmaceutical law?




(  Medical Device


( Pharmaceutical

2. Has your country/economy established any post market surveillance and vigilance system for medical devices?

(  Yes




( No (if no, please jump to Section five)
3. Is it mandatory or voluntary?

(  Mandatory



( Voluntary

4. Who in your organization (name and email address for contact purpose) is in charge of the postmarked surveillance and Vigilance activities?

5. How many people in your post-market surveillance and vigilance team?

       (   1 – 5 people

( 6 – 10 people
( More than 10 people
Section two: Scope & Requirements

1. Scope of Post-Market Surveillance and Vigilance System (You can choose more than one)
(  Recalls   ( safety alerts ( adverse event reporting ( sample test

(  Others (please specify):   

2. Regular post-market surveillance and vigilance activities carried out by regulatory authority

3. Regular post-market surveillance and vigilance activities carried out by manufacturers or their representatives
4. Regular post-market surveillance and vigilance activities carried out by traders
5. Regular post-market surveillance and vigilance activities carried out by users
6. Who is required to report adverse events? (You can choose more than one)

(  Manufacturers

( Importers
    
( Distributors

(  User facilities

( Users

( CAB (Conformity Assessment body)

7. What is the timeline for reporting? (You can choose more than one)

( Death


 Reporting timeline________________________

(  Happen in your jurisdiction only

(  Happen inside and outside your jurisdiction

( Serious injury:              
Reporting timeline________________________

(  Happen in your jurisdiction only

(  Happen inside and outside your jurisdiction

( Near incident

Reporting timeline________________________

(  Happen in your jurisdiction only

(  Happen inside and outside your jurisdiction

( Device malfunction
Reporting timeline________________________

(  Happen in your jurisdiction only

(  Happen inside and outside your jurisdiction

8. What are the means of reporting?

· Email, Please specify email address ___________________________

( Specific form, Please specify the form location_____________________

( Website, Please specify reporting website_________________________

Section three: Withdrawal and Recall

1. What is the definition of recall?

Definition: ______________________________________________________________________________________________________________________________

2. Do you require Manufacturers/representatives to report recalls/corrective actions?

( Yes

(  Happen in your jurisdiction only

· Happen inside and outside your jurisdiction

( No

3. What is your country/economy recall notification procedure?

· Email.  Please specify email address ___________________________

(
Specific form. Please specify the form location_____________________

(
Website. Please specify reporting website_________________________

Section four: Additional information

1. If you have any thematic website for the regulation of medical devices, please specify.
2. If the AHWP Safety Alert Dissemination System (SADS) is promulgated, are you interested to join?
( Yes

( No

Section five: Release of survey information

1. Do you agree if AHWP TC WG2 publishes the information you have provided in this survey?
( Yes

( No

Remark:

1. Thank you so much for your time and effort to complete this survey.  Please note that the information collected in this survey will be used by AHWP TC WG2 as a reference for formulating the future activities for a harmonized post-market surveillance and vigilance systems. The survey result will also be published for the reference of regulatory authorities as well as traders.
2. Please return this questionnaire to the Chair and Co-chair of WG2 by sending emails to both see_mda@dh.gov.hk and Miang.Tanakasemsub@bausch.com or by fax to both (852) 3157 1286 and (852) 2213 3678.
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_1351906968.xls
Sheet1

		AHWP AE Reporting Requirements				Device malfunction				Serious Injury or Death				Near Adverse event				Serious public health threat				Website & Reporting Form		Comments

						Related				Related				Related				Related

		Country		Origin of Cases		Exp.		Unexp.		Exp.		Unexp.		Exp.		Unexp.		Exp.		Unexp.

		Singapore		Local						10d		10d		30d		30d		48h		48h		http://www.hsa.gov.sg		MDR, Vigilance, Deaths & Serious Injuries.

				Foreign														48h		48h				Require PIN to report events on line. Currently awaiting our PIN

		Malaysia		Local		30d		30d		30d		30d		30d		30d		7d		7d		www.mdb.gov.my		Based on drug regulation because Medical device regulation are still under voluntary phase

				Foreign

		Thailand		Local		30d		30d		24h		24h		15d		15d		24h		24h		http://www.fda.moph.go.th/fda%2Dnet/html/product/mdcd/eng/

				Foreign		30d		30d		24h		24h		15d		15d		24h		24h

		India		Local						x		x						x		x		www.cdsco.nic.in		Healthcare professional need to report to cdsco. Industry need to report only the serious AE. The procedure defined in the 
drug regulations. DCGI has not come up with a separate reporting process for devices, presently.

				Foreign

		Indonesia		Local		30d		30d		24h		24h		30d		30d		24h		24h

				Foreign

		Hong Kong		Local						10d		10d		30d		30d		10d		10d		www.mdco.gov.hk		Calendar days

				Foreign																		..\Adverse Event Forms\Hong Kong.pdf

		Chinese Taipei		Local		30d		30d		10d		10d		30d		30d		48h		48h		www.doh.gov.tw/EN2006

				Foreign

		Saudi Arabia		Local		30d		30d		10d		10d		30d		30d		10d		10d		http://mdprc.sfda.gov.sa

				Foreign		30d		30d		10d		10d		30d		30d		10d		10d

		Korea		Local		10d		10d		15d		15d		30d		30d		7d		7d		http://www.emed.kfda.go.kr

				Foreign

		China		Local						Death_Immediately / Serious AE_10 Days		Death_Immediately / Serious AE_10 Days		15d		15d		24 h		24 h		www.sfda.gov.cn/eng		Working days

				Foreign						Death_Immediately / Serious AE_10 Days		Death_Immediately / Serious AE_10 Days		15d		15d		24 h		24 h		..\Adverse Event Forms\CHINA.doc		after first report. Adverse event annual compilation of reports.



www.cdsco.nic.in

www.mdco.gov.hk

www.doh.gov.tw/EN2006

www.sfda.gov.cn/eng

..\Adverse Event Forms\Hong Kong.pdf

..\Adverse Event Forms\CHINA.doc

http://www.emed.kfda.go.kr

http://mdprc.sfda.gov.sa

www.mdb.gov.my
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_1351906657.xls
AHWP Survey analysis

				Total no. of survey received = 10

				Section one: Organization and infrastructure

				1. Has your country/economy established any medical device regulatory system?

				Yes = 10		No = 3 *

				1a.		Mandatory = 6		Voluntary = 1		both Mandatory and Voluntary = 3		Not answered = 1 (Saudi Arabia)

				1b.		Medical Device = 7		Pharmaceutical = 2		both Medical Device and Pharmaceutical = 1

				* Note from Malaysia - the draft law is going to Parliament in April 2008

				2. Has your country/economy established any post market surveillance and vigilance system for medical devices?

				Yes = 10		No = 0

				1a.		Mandatory = 4		Voluntary = 1		both Mandatory and Voluntary = 2		No answered = 3 (Indonesia, Saudi Arabia and Philippines* )

				* Note from Philippines - It's a pro-active thing where we monitor recalls pasted in other regulatory websites then look for the local distributors of the product & ask what has been done.

				3. Who in your organization (name, email address and contact address for contact purpose) is in charge of the post market surveillance and Vigilance activities?

				China		Name:		TBD

						Email:		TBD

						Address:		TBD

				Hong Kong SAR		Name:		Ms. Jennifer Mak / Mr. Mark W. K. Lau

						Email:		jennifermak@dh.gov.hk / see_mda@dh.gov.hk

						Address:		Room 3101, 31/F, Hopewell Center, 183 Queen's Road East, Wanchai, Hong Kong

				India		Name:		Mr. M. Mitra Assistant Drug Controller (DSCO, DGHS, New Delhi)

						Email:		ddci@nb.nic.in

						Address:		Room numbeer 560, Numan Bhowan, New Delhi

				Indonesia		Name:		Aricuiti Anaya

						Email:		bahdar2007@yahoo.com (temporary email)

						Address:		JI. HR. Rasuna Said Blok X-5 Kav. 10. LT. 7 /720 Jakarta 12950

				Kingdom of Saudi Arabia		Name:		Eng.Essam M. Al-Mohandis

						Email:		Emmohandis@sfda.gov.sa

						Address:		3292 North Highway Al-Nafal District Riyadh 1312-6288 K.S.A.

				Korea		Name:		Son Mi Jung

						Email:		son106@kfda.go.kr

						Address:		4F KT B/D, 84-1 Daejo-dong, Eunpyung-ku, Seoul 122-713, Korea

				Malaysia		Name:		Noorazlina Zainuddin

						Email:		Noorazlina@medicaldevices.gov.my

						Address:		Medical Devices Bureau, Ministry of Health Health Offices, Level 4 & 5, Block E6, Complex E. Federal Government Administrative Centre. 62590 Putrajaya, Malaysia

				Philippines		Name:		Maria Cecilia Matienzo

						Email:		ccmatienzo@co.doh.gov.ph		mccmatienzo@yahoo.com

						Address:		Department of Health, San Lazaro Compound, Sta. Cruz, Manila

				Singapore		Name:		Mr Cai Yiting / Mr Sanjay S Kumar

						Email:		cai_yiting@hsa.gov.sg / sanjay_s_kumar@hsa.gov.sg

						Address:		Licensing and Surveillance Unit/ Medical Device Branch/ Therapeutic Products Branch/ Health Products Regulation GroupAddress: 11 Biopolis Way, #11-01, Helios Singapore 138667

				Taiwan ADR		Name:		National ADR Reporting Center

						Email:		adr@doh.gov.tw

						Address:		2FI., No.32, Roosevelt Rd., Sec.1, Taipei 100 Taiwan

				Thailand		Name:		Yuwadee Patanawong

						Email:		puyuwade@fda.moph.go.th

						Address:		Medical device control division, Thai FDA

				4. How many people in your post-market surveillance and vigilance team?

				1 – 5 people = 7*		6 – 10 people = 1 (Philippines)		More than 10 people = 2 (Taiwan & Singapore)				1				p More than 10 people				1

				*Note from china - In each province, there is also a team. There are hundreds of people in the whole country.

				*Note from Indonesia - But there are some staff in every provinces ( there are 33 provinces in Indonesia ).

				Section two: Scope & Requirements  #Q1 - Q5

				1. Scope of Post-Market Surveillance and Vigilance System (You can choose more than one)

				Recalls (a)		Safety alerts (b)		Adverse event Reporting (c)		Sample test (d)		Others (e)

				(a)(b)(c)(d)(e) = 2 countries

				(a)(b)(c)(d) = 4 countries

				(a)(b)(c) = 2 countries: Philippines and Taiwan

				Countries that picked (e): Saudi Arabia* & Thailand**

				*Note from Saudi Arabia - Customer & Public Awareness

				** Note from Thailand - investigation, order for correcting the medical device defect, label change, e.g. adding warning , precaution destroying the defect products, product suspension / withdrawal etc.

				# Singapore & Korea - N/A due to the use of the old survey

				2. Regular post-market surveillance and vigilance activities carried out by regulatory authority

				China - Sample testing and adverse event monitoring

				Hong Kong SAR - NCAR, overseas authorities' websites, MDCO website update and contact lens solutions testing

				Indonesia - Yes, Indonesia Centre and every provinces

				Saudi Arabia - Yes

				Malaysia - Audit, inspection, technical document assessment and web surfing.

				Philippines - monitoring of websites of other regulatory agencies.

				Taiwan -  Regular post-market surveillance - license holder need to carried it out.

				Thailand - Sample testing, Periodic promise audit e.g. Surveillance Quality Management System, Adverse event reporting system and Safety alerts and recalls.

		3. Regular post-market surveillance and vigilance activities carried out by manufacturers or their representatives

		China		Adverse event reporting.

		Hong Kong SAR		Proactive post-market surveillance report to be submitted at 1 year interval for selecting medical devices or when requested.

		Indonesia		Yes, they have to make a report about PMS result once a year and if there are special case adverse event happen.

		Korea		Proactive post-market surveillance report to be submitted at 1 year interval for a newly developped and human use medical devices

		Saudi Arabia		No

		Malaysia		Customer survey, supplier audit, organized and structured complaint handling procedures and post market audit.

		Philippines		They have in house procedures to conduct post-market surveillance of their products.

		Singapore		Maintain distribution records, maintain product complaint records, report FSCA and adverse events for their medical devices.

		Taiwan		Regular post-market surveillance - license holder need to carried it out.

		Thailand		Adverse event reporting, recalls etc.

		4. Regular post-market surveillance and vigilance activities carried out by traders

		China		China - sample testing and adverse event reporting

		Hong Kong SAR		Hong Kong SAR - Not required

		Indonesia		No

		Malaysia		No

		Philippines		No

		Korea		No

		Saudi Arabia		No

		Singapore		Maintain distribution records, maintain product complaint records, report FSCA and adverse events for their medical devices.

		Taiwan		Regular post-market surveillance - license holder need to carried it out.

		Thailand		Adverse event reporting, recalls etc.

				Note: Malaysia and Philippines missed out

		5. Regular post-market surveillance and vigilance activities carried out by users

		China		Adverse reporting

		Hong Kong SAR		Voluntary reporting

		Indonesia		Voluntary reporting

		Malaysia		Quality management system (mainly), adverse event reporting

		Philippines		Philippines -  none at this time

		Singapore		Voluntary reporting

		Korea		Voluntary reporting

		Thailand		Voluntary reporting

				6. Who is required to report adverse events? (You can choose more than one)

				Manufacturers = 9 except HK		Importer = 8 except HK & Indonesia		Distributors = 10

				User Facilities = 7 except HK, Indonesia & Thai		Users = 6 except HK, Indonesia,Phillippines & Thai		Conformity Assessment Body (CAB) = 1 (Malaysia only)

				7. What is the timeline for reporting? (You can choose more than one)

				Refer to "Table 1" work sheet

				8. What are the means of reporting?

				Refer to "Table 1" work sheet

				Section three: Withdrawal and Recall

				1. What is the definition of recall?

		China		“Recall” as used in these Measures refers to the process wherein a producer of medical devices, with regard to flawed products that it has already brought to market and distributed, eliminates the flaws and hazards from said products through means such as

		Hong Kong		Safety Alert is defined as a piece of public announcement, disseminated either voluntarily by the manufacturer or from health regulatory authorities in various forms, which carries information regarding any safety issue of a certain MD/family of MDs that

		Indonesia		To withdraw a product by manufacture or distributor or by regulator.

		Korea		Voluntary recall is defined as any voluntary actions such as remove, disuse or receipt, exhcnage, reufund by the manufacturers and importers for medical dvices found riskjy in concern of safey & effectiveness and quality control.

		Saudi Arabia		Is an action take to address a problem with medical devices that is violates SFDA law. Recall occur when medical devices is defective, when it could be a risk to health, or when it is both defective and risk for health. A medical devices recall doesn't al

		Singapore		in relation to a health product, means any action taken by its manufacturer, importer, supplier or registrant to remove the health product from the market or to retrieve the health product from any person to whom it has been supplied, because the health p

		Chinese Taipei		Safety Alert is defined as a piece of public announcement, disseminated either voluntarily by the manufacturer or from health regulatory authorities in various forms, which carries information regarding any safety issue of a certain MD/family of MDs that

		Thailand		Take the product from the market

				Note: Malaysia and Philippines missed out

				2. Do you require Manufacturers/representatives to report recalls/corrective actions?

				Yes , Happen in your jurisdiction only  = 2 countries ( Hong Kong SAR, Taiwan)

				Yes , Happen inside and outside your jurisdiction  = 6 countries ( China, Indonesia, Saudi Arabia,  Malaysia, Thailand & Korea)

				Yes for both in Singapore

				No = 1 (Philippines *)

				* Note from Philippines - They are doing it voluntary.

				3. What is your country/ economy recall notification procedure?

				China - To be established

				Hong Kong - Email: mdco_alert@dh.gov.hk

				Indonesia - Fax: +021-521-4874

				Saudi Arabia - Website: http://mdprc.sfda.gov.sa

				Singapore - Email: HSA_CMDR_Info@hsa.gov.sg; Form: fax +65-6478-9028; Website: http://www.hsa.gov.sg

				Malaysia: Website: http://www.mdb.gov.my

				Philippines: Email: ccmatienzo@co.doh.gov.ph

				Thailand: ""any method"

				Note: Taiwan and Korea missed out

				Section four: Additional information

				1. If you have any thematic website for the regulation of medical devices, please specify.

				Country		Website

				China		http://www.sfda.gov.cn

				Hong Kong		http://www.mdco.gov.hk

				Indonesia		N/A

				Saudi Arabia		http://www.sfda.gov.sa

				Korea		http://www.kfda.go.kr

				Malaysia		N/A

				Philippines		N/A

				Singapore		http://www.hsa.gov.sg

				Taiwan		http://www.mdco.gov.hk

				Thailand		http://www.fda.moph.go.th

				2. If the AHWP Safety Alert Dissemination System (SADS) is promulgated, are you interested to join?

				Yes = 10		No = 0

				Section five: Release of survey information #

				1. Do you agree if AHWP TC WG2 publishes the information that you have provided in this survey?

				Yes = 4 (HK, Indonesia, Philippines and Thailand*)		No = 2 (China & Taiwan)		Not answered = 2 (Saudi Arabia, Malaysia)

				*Note from Thailand - for survey result purpose only. Please inform me the text before releasing for publication.

				# Singapore & Korea - N/A due to the use of the old survey



Noorazlina@medicaldevices.gov.my

Emmohandis@sfda.gov.sa

ccmatienzo@co.doh.gov.ph

mccmatienzo@yahoo.com

adr@doh.gov.tw

http://www.sfda.gov.cn

http://www.mdco.gov.hk

http://www.sfda.gov.sa

http://www.mdco.gov.hk

http://www.fda.moph.go.th

http://www.hsa.gov.sg

http://www.kfda.go.kr

son106@kfda.go.kr

puyuwade@fda.moph.go.th



Table 1

		AP Post Marketing Requirements						Death				Serious Injury				Near Incident				Device malfunction				Email, Website & Reporting Form

								Happen in your jurisdiction		Happen inside and outside your jurisdiction		Happen in your jurisdiction		Happen inside and outside your jurisdiction		Happen in your jurisdiction		Happen inside and outside your jurisdiction		Happen in your jurisdiction		Happen inside and outside your jurisdiction

		Country

		China								Death immediately _ within 24 hrs				10 days				every season				every season		Form: N/A

		Hong Kong SAR						10 days				10 days				30 days				Death/ Serious injury _10 d Near incident_30 d				Email: mdco_air@dh.gov.hk or mdco_alert@dh.gov.hk                                                                                                                Form:http://search.mdco.gov.hk/english/report/report_rf/User_Reporting_Form.pdf

		Indonesia								24 hrs				7 days				1 mths		1 mths				Form: fax + 021-521-4874

		Kindgom of Saudi Arabia								Death immediately _within 10 d				Death immediately _within 10 d				30 d				30 d		Website: http://mdprc.sfda.gov.sa

		Korea								immediately				15 days				30 days				30 days		Website: http://www.kfda.go.kr

		Malaysia *						1 0 days				10 - 30 days				10 - 30 days				30 days				Website: http://www.mdb.gov.my

		Philippines						Not answered																Email: ccmatienzo@co.doh.gov.ph

		Singapore						48 hrs				10 days				30 days				depends on criteria _48 hrs / 10 days / 30 days				Email: HSA_CMDR_Info@hsa.gov.sg                                                                                                                                                      Form: fax +65-6478-9028

		Taiwan ADR								7 days		10 days				30 days				Death/ Serious injury _10 d Near incident_30 d				Email: adr@doh.gov.tw                                                                                                                                                               Form: http://search.mdco.gov.hk/english/report/report_rf/User_Reporting_For

		Thailand								immediately				will be arranged by the New Act				will be arranged by the New Act				will be arranged by the New Act		Website: http://www.fda.moph.go.th

		* Malaysia did't not make a selection. I assume both






