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2

Post - market

Medical Device Safety 

Alert Surveillance System 

DH maintains vigilance on 

medical device safety alerts 

issued by overseas 

authorities and follow up as 

appropriate

Adverse Event (AE) 

Reporting

 LRPs (and/or 

manufacturers) are 

required to report and 

investigate adverse 

events

Tracking of specified 

MDs 

Tracking of selected 

high-risk medical devices 

by LRPs and 

manufacturers, e.g. 

active cardiac implants
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Post-market control – MD Safety Alert
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Risk Assessment

Source of Information

 Website screening – US FDA / Health Canada / UK MHRA /TGA / 

Singapore HSA

 National Competent Authority Report (NCAR)

 Traders (Suppliers or manufacturers)

Contact the local 

supplier/ manufacturer

 Request necessary information 

 Local distribution of the affected products

 Relevant field safety notice

 Root cause analysis and proposed corrective actions & 

preventive actions (CAPA)

Risk Communication

 E-mail notification to relevant stakeholders

 Web message

 Letter to Healthcare Professionals

 Press Release

 Summary of safety alerts

Follow-up Actions

(where appropriate)

 Monitor the manufacturer’s / local supplier’s progress of actions 

 Notification of affected users

 Root cause analysis

 CAPA e.g. software upgrade, IFU update etc.
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Actions taken by MDCO

 Contact the local supplier/ manufacturer and 

request the following information 

 Local distribution of the affected products

 Relevant field safety notice

 Root cause analysis and proposed corrective actions 

& preventive actions (CAPA)

 Risk assessment

 Risk communication
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Risk communication

 Email notification to relevant stakeholders

 Web message

 Letter to Healthcare Professionals

 Press Release

 Summary of safety alerts 
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MDCO website

 Summary of Safety Alerts
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MDCO website

 Web message 
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MDCO website

 Letter to Healthcare Professionals
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MDCO website

 Press Release
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Follow up actions

 Monitor the manufacturer’s / local supplier’s 

progress of actions 

 Notification of affected users

 Root cause analysis

 CAPA e.g. software upgrade, IFU update etc.
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Post-market control – AE Reporting (1)
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 Objectives

 To improve the protection of health and safety of patients, users and others by 

disseminating information that may reduce the likelihood of, or prevent repetition 

of adverse events associated with medical devices, or alleviated consequences 

of such repetition

 Based on GHTF

 Types of AE

 Death

 Serious Injury

 Serious public health concern

 Others
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 Adverse Incidents to be reported under the MDACS

 The LRP becomes aware of information regarding an incident 

that has occurred with his listed device(s)

 The LRP’s device is associated with the incident

Outcomes Reportable

Death of a patient, user or other person YES

Serious injury of a patient, user or other person YES

No death or serious injury occurred but the incident might lead to death or serious injury 

of a patient, user or other person of the incident recurs

YES

Use errors meeting any of the following criteria

 Results in death or serious injury/serious public health concern

 A change in trend or a change in pattern of an issue that can potentially lead to death 

or serious injury or public health concern

When the LRP or manufacturer initiates corrective action to prevent death or serious 

injury or serious public health concern

YES
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Post-market control – AE Reporting (3)
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Source of Information
(LRP / MD supplier or manufacturer / Hospital or healthcare institution / Healthcare 

professionals, users & patients / Media )

AEs that results in 
 Death

 Serious Injury

 Serious Public Health Concern

All other reportable AEs

Medical Device Control Office

Report within 10 elapsed calendar days Report within 30 elapsed calendar days

Follow-up with the local supplier/ manufacturer 
 Local and overseas incident statistics

 Investigation report with root cause analysis

 Proposed corrective actions and preventive actions 

(CAPA)

Actions taken When Necessary
 Request the local supplier / manufacturer to carry 

out field safety corrective actions, including recall

 On-site investigation

 Seek expert advice

 Press release
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Thank you
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Standard questions for safety alerts
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1. Do you have any agencies in Hong Kong to represent you regarding the 

affected product? 

2. Have this model (both affected and non-affected products) been distributed in 

Hong Kong? If affirmative, have the affected product been distributed in Hong 

Kong? 

3. If you have supplied the affected products to Hong Kong, please provide us with 

the following information: 

(a) The letter/information issued for the affected devices;

(b) The list of affected devices distributed in both the public and private 

healthcare service organizations in Hong Kong (such as public and 

private hospitals, clinics, health centres, laboratories, auxiliary 

medical service, etc.);

(c) Whether you have already notified all the affected organizations; and 

(d) Your proposed rectification actions and programme, if any. 
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Standard questions for adverse incidents
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