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WorkshopWorkshop

This workshop introduces the latest listing 
requirements of general medical devices andrequirements of general medical devices and 
traders under Medical Device Administrative 

Control System (MDACS)

For details, please refer to the MDCO website
https://www.mdco.gov.hkhttps://www.mdco.gov.hk
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ExerciseExerciseExerciseExercise

Please return the completed p
exercise (Exercises 1 ‐ 3)
t th d f th k hat the end of the workshop

Thank you!
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ContentContent

 Medical Device Administrative Control System (MDACS) Medical Device Administrative Control System (MDACS)

 Listing of Traders
 Local Responsible Person (LRP)
 Local Manufacturer
 Importer Importer
 Distributor

 Short Break Short Break

 Listing of General Medical Devices
 Classification of General Medical Devices
 Preparation of Application Documents

 Q&A
4

 Q&A
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d l d lMedical Device Administrative Control System
(MDACS)
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BackgroundBackground
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MDACS

 Purpose of MDACS
 Raise public’s awareness of the use of safe medical devices
 Enable the traders to familiarize themselves with the future Enable the traders to familiarize themselves with the future 

mandatory requirements
 Provide an opportunity to collect more information and feedback from 

th i d t f t fi t th l t l tthe industry as a reference to fine‐tune the long‐term regulatory 
framework

7

Source:  <<Regulation of Medical Devices>> Consultation Document (July 2003)
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MDACS

 Scope

MDACS

 Scope
 Products fall within the definition of medical device
 Some medical devices are EXEMPTED from the current scope of MDACS,

For example:  medical device incorporates human tissue
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Definition of Medical DeviceDefinition of Medical Device
Medical device means any instrument, apparatus, implement, machine, appliance, implant, in 
vitro reagent or calibrator, software, material or other similar or related article, intended by 
the manufacturer to be used, alone or in combination, for human beings for one or more of 
the specific purpose(s) of –

a) diagnosis, prevention, monitoring, treatment or alleviation of disease; or
b) diagnosis, monitoring, treatment, alleviation of or compensation for an injury;

or
c) investigation, replacement, modification, or support of the anatomy or of a physiological 

process; or
d) supporting or sustaining life; or
e) control of conception; or
f) disinfection of medical devices; or
g) providing information for medical purposes by means of in vitro examination of specimens 

derived from the human body;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

9

pharmacological, immunological, or metabolic means, but which may be assisted in its 
intended function by such means.
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MDACSMDACS

Medical Device Administrative Control System (MDACS)

Listing System
(1) Medical Device

 General Medical Devices

Conformity
Assessment Body

Medical Device 
Safety Alert System General Medical Devices 

(Class II – IV)
 In Vitro Diagnostic(IVD) 

medical device (Class D)

Assessment Body 
(CAB) 

Recognition Scheme

Safety Alert System 
&

Adverse Incidents 
(2) Listing System of the 

Traders
 Local Responsible Person 

Reporting System

 Local Manufacturer
 Importer
 Distributor
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MDACS

 I l t ti P

MDACS

 Implementation Progress

1 Nov 2004 Listing of Class IV General Medical Devices

2

3

Nov 2005 Listing of Classes II and III General Medical Devices

Oct 2006 Conformity Assessment Body Recognition Scheme3

4

Oct 2006 Conformity Assessment Body Recognition Scheme

Mar 2007 Listing of Local Manufacturers

5

6

Jul 2007 Listing of Importers

Dec 2009 Listing of Class D In Vitro Diagnostic Medical Devices

7

g g

Apr 2015 Listing of Distributors
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Brief SummaryBrief Summary

 MDACS will be eventually superseded by a statutory system MDACS will be eventually superseded by a statutory system

MDACS Medical Device Bill
(Latest Proposal)(Latest Proposal)

Pre‐market Control Listing of Medical Devices  Registration of Medical Devices

 Listing of “Cosmetic Devices” Listing of  Cosmetic Devices

Listing of Traders
Local Responsible Person

Licensing of Traders
Authorised Representative

Local Manufacturer/ 
Importer/Distributor

Local Manufacturer/
Importer/Distributor

CAB Recognition Scheme CAB Recognition Scheme
Post‐market Control

CAB Recognition Scheme CAB Recognition Scheme

 Medical Device Safety Alert 
System and Adverse 

Medical Device Safety Alert 
System and Adverse 

12

Incidents Reporting System Incidents Reporting System
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Listing of Traders

Local Responsible Person (LRP)Local Responsible Person (LRP)
Local Manufacturer
Importer
DistributorDistributor
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Local Responsible Person (LRP)
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LRPLRP

 What is LRP?
 Local Responsible Person (LRP)
Authorized representative of the 
medical device manufacturer

The person responsible for placing 
the device on market

The person responsible for making 
the application of listing medical 
device under the MDACS and bearsdevice under the MDACS and bears 
multiple responsibilities in relation 
to the listed device
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LRPLRP

Th d f LRP The need for LRP

Serve as the hub 
of communication 
between the users, 
manufacturers, 

Provide quality 
services to the 
users and the 

Ensure the safe 
and efficacious 

use of the devices
importers and the 

Government
public use of the devices
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LRPLRP

 Requirements of LRP Requirements of LRP

Either a legal person 
incorporated in Hong 
Kong,

Either the 
manufacturer of the 
device

Submit the listing 
application to the 
Medical Device 

Establish documented 
procedures  according 
to the requirements 

Or
A natural or legal 
person with business 

or
supported by the 
manufacturer of the 

Control Office

(Applicant should submit 
completed application form 

stipulated by the 
Medical Device 
Control Office

registration in Hong 
Kong

device to perform 
the obligations of an 
LRP for the device

and required information)
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LRPLRP

 Relationship between LRP and Local Manufacturer Relationship between LRP and Local Manufacturer

NO
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LRPLRP

 Relationship between LRP and overseas manufacturer Relationship between LRP and overseas manufacturer

different

NO

19

NO
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LRPLRP

S l l f Sample letter for 
designating a LRP
(Source: GN‐01 Annex 5)
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LRPLRP

Application for 
Listing Medical 

Device

Hub of 
Communication

Quality of 
Service

Obligations 
of the LRP

Safety and 
Efficacy
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LRPLRP

A li i f li i di l d i Application for listing medical device
 Submit the documents, data and samples according to the listing 

requirements of general medical device under the MDACS
 Establish efficient communication channels with the Government 

in relation to their applicationin relation to their application
 Submit an renewal application to the MDCO at least 3 months 

before the expiry of Listing (5 years)
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LRPLRP

H b f C i i Hub of Communication

Efficient Communication 
Channels

Responsible for 
communicating with the

Making Records 
Available for Inspection
Produce the required 
originals or certified copies

Transaction Records

Maintain an updated list of 
importers and the

Reporting Changes

Inform the MDCO when 
there is any major changecommunicating with the 

users, importers, public 
and the Government and 
to manage the pre‐market 
and post‐market matters of

originals or certified copies 
for inspection within two 
weeks after receiving the 
notice from the MDCO.

importers and the 
transaction records of 
devices imported.

there is any major change 
to the information related 
to the business of the LRP 
or the listed medical 
devices as soon as possible and post market matters of 

the corresponding devices.
p

and in no case later than 
10 calendar days.
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LRPLRP

S f d Effi Safety and Efficacy

Managing Reportable Adverse 
Incidents in Hong Kong 

Observe the adverse incident 
reporting requirements of the

Product alerts, modifications 
and recalls

Inform the MDCO any alerts, 
modification notices and recalls

Tracking of specific medical 
devices

Have in place a tracking system 
that tracks those specific high‐riskreporting requirements of the 

Guidance Notes GN‐03 and report 
all reportable adverse incidents to 
the MDCO.

modification notices and recalls 
issued by the manufacturer or 
overseas authorities, as soon as 
possible and not later than 10 
calendar days after their issuance.

that tracks those specific high risk 
devices down to patient level or 
user‐facility level. (Appendix 4 of 
GN‐01 refers)

y
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LRPLRP

Q li f S i Quality of Services

Maintenance and Services 
Arrangements

Complaint Handling

Offer or arrange other parties to provide preventive 
and corrective maintenance

Have a documented procedure to handle 
complaints and provide contact methods, such as 

and corrective maintenance hotline or telephone number, to the public for 
collecting comments and complaints from the users 
and the public.

Moreover, the LRP should provide “Special Listing 
Information” ,
(1) on the outer packaging of the medical device, or 
on a document delivered together with the medical 
device; or
(2) on a document which the ”Special Listing 
Information” is printed, such as a receipt
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Local Manufacturer/Importer/Distributor
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Local Manufacturer/Importer/DistributorLocal Manufacturer/Importer/Distributor 

Local Manufacturer
 a natural person or legal person with responsibility for the design, manufacture, packaging and labelling of a medical 

device before it is placed on the market under its own name, regardless of whether these operations are carried out by 
that person himself or on its behalf by a third party; or

 A natural or legal person who assembles, packages, processes, fully refurbishes or labels one or more ready‐made 
products or assigns to them their intended purpose as a medical device with a view to their being placed on the market 
under its own name, apart from a person who assembles or adapts medical devices already on the market to their 
intended purpose for an individual patientp p p

Importer

 a legal or natural person who brings or causes to be brought into Hong Kong any medical devices falling within the 
scope of the MDACS for supply in Hong Kong (Note 1)scope of the MDACS for supply in Hong Kong (Note 1)

Distributor
 a legal person (other than a manufacturer, an importer or a retailer) in the supply chain who carries on business of 

di t ib ti di l d i f lli ithi th f th MDACS b l f i H K ith hi

Note 1 : does not include any person who is employed or engaged by such person to carry such products into Hong Kong
Note 2 : does not include (i) A person who purchases or receives medical device(s) exclusively for one’s own personal use; (ii) Retailer who supplies a medical device, or provides a service utilising a 

medical device, solely and directly to the end user; (iii) Health care facility or provider that provides diagnostic or therapeutic services to patient(s) or individual(s); (iv) A business party which 
h i di l d i ( ) l l f b i l d i k i i i ( fi id ki d di bl l ) f i id l l i i

distributing medical devices falling within the scope of the MDACS by sale for use in Hong Kong either on his own 
behalf or to another distributor. (Note 2)

27

purchases or receives medical device(s) solely for use by its employees during work activities (e.g. first aid kits and disposable gloves) or for incidental emergency use as long as one is not in 
the business of offering healthcare service(s) to employees or other individuals; and (iv) A person in the supply chain involves in activities such as storage and transport of medical devices on 
behalf of the manufacturer, importer, distributor or Local Responsible Person (LRP).
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Local Manufacturer/Importer/DistributorLocal Manufacturer/Importer/Distributor

 Establish documented procedure Establish documented procedure
Local 

Manufacturer Importer Distributor
(QMS)

1. Keeping of transaction records   

2. Handling, storage and delivery of    
g, g y

medical device
  

3. Managing product alerts, 
modifications and recalls

  

4 Managing reportable adverse 4. Managing reportable adverse 
incidents in Hong Kong

  

5. Handling of complaints   

k f f d l d   6. Tracking of specific medical devices   

7. Arranging maintenance and services   

8. Ensuring the standard of medical  N A  N A

28

g
devices imported  N.A.  N.A.
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Local Manufacturer/Importer/Distributor

 Obligations Obligations

Local Manufacturer Importer Distributor
Making records available for   Making records available for 
inspection


(Records and documents
regarding to QMS or 

products)


(e.g. transaction record)


(e.g. transaction record)

Reporting adverse incidents 
(Guidance Note GN‐03)

  

Notifying the changes 
(I l di j

 
(Including any major 

changes in relation to the 
QMS)

Conforming to the advertising    
g g

requirements
  

Others

 Submit renewal 
application at least 6 

th b f th

 Submit renewal  
application at least 3 

th b f th

 Submit renewal 
application at least 6 

th b f th

29

months before the 
expiry of Listing

months before the 
expiry of Listing

months before the 
expiry of Listing

We Build A Healthy Hong Kong And Aspire To Be An Internationally Renowned Public Health Authority
MDCO (All rights reserved)



Local Manufacturer/Importer/Distributor

 A li i f Li i f T d

/ p /

 Application for Listing of Traders

Local Manufacturer Importer Distributor
Application form LM

(Version 2007)
MD‐IP+D

(Version 2018)
MD‐TREG

(Version 2015)

Business registration    certificate
Documented 
procedure

  

Other information  ISO 13485 certificate or  List of medical devices  List of medicalOther information  ISO 13485 certificate or 
equivalent

 List of medical devices 
manufactured

 List of medical devices 
imported

 List of medical 
devices distributed
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Brief SummaryBrief Summary

DocumentedDocumented 
Procedure LRP Local Manufacturer  Importer Distributor

Validity Period  N.A. 5 years 3 years 3 years

Guidance Note GN‐01 GN‐08 GN‐07 GN‐09

Application Form MD‐C2&3&4
(Version 2011)

LM
(Version 2007)

MD‐IP+D
(Version 2018)

MD‐TREG
(Version 2015)(Version 2011) (Version 2007) (Version 2018) (Version 2015)

Business 
registration 
certificate

   

Documented 
procedure

   

Other Information  Designation Letter
 QMS certificate

 ISO 13485 
certificate or

 List of medical 
devices imported

 List of medical 
devices distributed QMS certificate   

(if applicable) 
certificate or 
equivalent

 List of medical 
device 

f d

devices imported
 QMS certificate   

(if applicable) 

devices distributed
 QMS certificate   

(if applicable) 

31

manufactured
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Brief SummaryBrief Summary

LRP Local 
Manufacturer Importer Distributor

1 K i f t ti d    1. Keeping of transaction records    

2. Handling, storage and delivery 
of medical device

   

3. Managing product alerts,    
3. Managing product alerts, 
modifications and recalls

   

4. Managing reportable adverse 
incidents in Hong Kong

   

 5. Handling of complaints    

6. Tracking of specific medical 
devices

   

7 Arranging maintenance and7. Arranging maintenance and 
services

   

8. Ensuring the standard of 
medical devices imported  N.A. N.A.  N.A.
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End of Session

MDCO (All rights reserved)



Classification ofClassification of 
General Medical Devices
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Classification of General Medical Device

 Cl ifi d i t 4 l di t th i k Classified into 4 classes according to the risk 
 Class I – Lowest risk
 Class IV – Highest risk Class IV Highest risk

 The level of control would be proportionate to the degree of risk 
classified for the medical devices

III
IV
High

I
Low

II
Low‐Medium

Medium‐High

Risk level
35

Low Risk level
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Classification of General Medical Devices

Risk Factor
(including but not limited to)(including but not limited to)

Intended Use
f th d i

Duration of 
Contact between

Extent of 
i i

Any drug or 
of the device Contact between 

Human Body and 
the medical device

invasiveness energy
delivered to 
the patientthe patient

Basic Information
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Classification of General Medical Devices

 The following rules do not apply to in vitro diagnostic medical devicesThe following rules do not apply to in vitro diagnostic medical devices
 All classification rules in Technical Reference TR‐003 must be taken into 

consideration

Non‐invasive  Invasive 

 If more than one rules applies, the rule putting the device into the highest 
class prevails

medical 
device

(Rule 1 to 4)

medical 
device

(Rule 5 to 8)(Rule 1 to 4) (Rule 5 to 8)

Active
medical

Additional 
Rulesmedical 

device
(Rule 9 to 12)

Rules
(Rule 13 to 

16)
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Classification of General Medical Devices

N Y
Invasive?

Consider RuleConsider Rule

No Yes

Consider Rule
5 to 8

Consider Rule
1 to 4

Active?
No Yes

Consider Rule
9 to 12

Consider Rule
13 to 16

38

13 to 16
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Classification Rules 1 to 4
(Non invasive Medical Device)(Non‐invasive Medical Device)

Device will come into contact with injured skin? Rule 1Yes
Device will come into contact with injured skin? Applicable

No

Device for channeling or storing blood, body liquids or 
tissues, liquids or gases for eventual delivery into the body?

Rule 2
Applicable

Yes

R l 3Yes

No

Device modifies the biological or chemical composition of blood, 
other body liquids, or other liquids for infusion into the body?

Rule 3
Applicable

Yes

N

Rules 1 2 and 3 applicable? Rule 4

No

No

39

Rules 1, 2 and 3 applicable? Applicable
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Classification Rules 5 to 8
(Invasive Medical Device)

Device is invasive with respect to body orifice? Rule 5Yes

(Invasive Medical Device)

Device is invasive with respect to body orifice? Applicable

No (i.e. device is surgically invasive)

Device for transient use? Rule 6
Applicable

Yes

R l 7

No

Yes
Device for short‐term use? Rule 7

Applicable

No (i e device is an implantable device

Yes

No (i.e. device is an implantable device 
or for long‐term use)

Rule 8

40

Applicable
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Classification Rules 9 to 12
(A ti M di l D i )

Therapeutic device that administers or exchanges energy? Rule 9(i)
Applicable

Yes

(Active Medical Device)

Device controls/ monitors/directly influences

p g gy Applicable

Rule 9(ii)

No

YesDevice controls/ monitors/directly influences 
performance of Class III active therapeutic devices?

Rule 9(ii)
Applicable

Yes

No

Diagnostic device or emit ionization radiation? Rule 10
Applicable

Yes

N

Device for administration and/or removal of medicines , body 
liquids or other substances to or from the body?

Rule 11
Applicable

Yes

No

q y

Rules 9 10 and 11 applicable?

Applicable

Rule 12

No

No

41

Rules 9, 10 and 11 applicable? Applicable
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Classification Rules 13 to 16
(Additi l R l )

Device incorporates medicinal products? Rule 13Yes

(Additional Rules)
Device incorporates medicinal products? Applicable

No

Devices manufactured from or incorporates non‐viable 
animal or human cell/tissues/derivatives?

Rule 14
Applicable

Yes

D i ifi ll f di i f i R l 15Yes

No

Device specifically for disinfecting 
or sterilizing medical devices?

Rule 15
Applicable

Yes

No

Device for contraception or the prevention of the  Rule 16Yes

No

42

transmission of sexually transmitted diseases? Applicable
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ExerciseExercise((2)2)ExerciseExercise((2)2)
Classification of 

General Medical DevicesGeneral Medical Devices
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Exercise (2) 
Cl ifi i f G l M di l D iClassification of General Medical Devices

1(a) Infusion System1(a) Infusion System

Classification Which rule
Infusion Bag (without 
saline solution) Classification 

rules
Which rule
applies?

1 to 4
5 to 8
9 to 12
13 to 16
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Exercise (2)
Cl ifi ti f G l M di l D iClassification of General Medical Devices

1(b) Infusion System

Classification Which rule

1(b) Infusion System

Classification 
rules

Which rule 
applies?

1 to 4
5 to 8
9 to 12
13 to 16

Intravenous (IV) Set

45We Build A Healthy Hong Kong And Aspire To Be An Internationally Renowned Public Health Authority
MDCO (All rights reserved)



Exercise (2)
Cl ifi i f G l M di l D i

2 Electronic Thermometer (Oral)

Classification of General Medical Devices

2 Electronic Thermometer (Oral) 

Classification Which ruleClassification 
rules

Which rule 
applies?

1 to 4
5 to 8
9 to 12
13 to 16
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Exercise (2)
Cl ifi ti f G l M di l D i

3 Pulse Oximeter

Classification of General Medical Devices

3 Pulse Oximeter

Classification Which ruleClassification 
rules

Which rule 
applies?

1 to 4

Intended Use：

5 to 8
9 to 12

Intended for monitoring, recording and 
alarming of patient SpO2 in acute care 
environment in health care facilities.

13 to 16

environment in health care facilities.
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Exercise (2)
Cl ifi i f G l M di l D i

4 Surgical laser

Classification of General Medical Devices

4  Surgical laser 

Classification Which ruleClassification 
rules

Which rule 
applies?

1 to 4
5 to 8
9 to 12
13 to 16
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Classification of General Medical Devices

O li l ifi i

Classification of General Medical Devices

 Online classification system
 https://www.mdco.gov.hk/english/faq/question.html
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Preparation ofPreparation of 
Application Documents
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Conformity Assessment Routes

CAB recognized by
MDCO

Conduct conformity 
assessment on the medical 

device and issue CABMDCO device and issue CAB 
certificate

Demonstrate the medical device conforms to the Essential 
Principles of Safety and Performance of Medical Device through 
valid marketing approvals of the medical device obtained in Alternative g pp

specified overseas countries*Route

51

*The founding members of GHTF (Australia, Canada, European Union, Japan and the United States of America)
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Preparation of Application Documentsp pp

A li i F (GN 02 A di 1) Application Form (GN‐02, Appendix 1)
Part A: Particulars of Manufacturer
Part B: Particulars of Local Responsible PersonPart B: Particulars of Local Responsible Person
Part C: Particulars of the Device
Part D: Marketing Approvals and Essential Principlesg pp p
 Link:

https://www.mdco.gov.hk/english/mdacs/mdacs_gn/mdacs_gn.html
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Part A: Particulars of Manufacturer
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Part A: Particulars of ManufacturerPart A: Particulars of Manufacturer
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Part A: Particulars of ManufacturerPart A: Particulars of Manufacturer
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Part A: Particulars of Manufacturer

M f ’ Q li

Part A: Particulars of Manufacturer

 Manufacturer’s Quality 
Management System

ISO 13485 Certificate 
(Enclosure A2)
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P t B P ti l f L lPart B: Particulars of Local 
Responsible Person
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Part B: Particulars of Local Responsible Personp
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Part B: Particulars of Local 
blResponsible Person
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Part B: Particulars of Local Responsible Personp

V lid B i R i i Valid Business Registration 
Certificate of LRP
(Enclosure B1)
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Part B: Particulars of Local Responsible Personp

D i i L Designation Letter 
(Enclosure B2) 

(GN‐01 Appendix 5)

Manufacturer’s name and 
address

 LRP’s name an address
 Descriptions of the device(s)
Manufacturer’s signature and 

official stop (if applicable)official stop (if applicable)
 Date
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Part B: Particulars of Local Responsible Person

D d P d f LRP (A di B4)

p

 Documented Procedure of LRP (Appendix B4)
The documented procedure of LRP below (B004 items (i) 
to (iv)) must be submitted with the application formto (iv)) must be submitted  with the application form 
when first applying for listing:

Keeping 
Distribution 
Records

Managing the 
Reportable Adverse 
Incidents in Hong

Managing Product 
Recalls and Safety 

Alerts

Tracking Specific 
Medical Devices 
(if li bl )Records Incidents in Hong 

Kong
Alerts (if applicable)
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Part C: Particulars of the Device
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Part C: Particulars of the DevicePart C: Particulars of the Device
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Part C: Particulars of the DevicePart C: Particulars of the Device
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Part C: Particulars of the DevicePart C: Particulars of the Device
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Part C: Particulars of the DevicePart C: Particulars of the Device
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Part C: Particulars of the DevicePart C: Particulars of the Device
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Part C: Particulars of the DevicePart C: Particulars of the Device

69We Build A Healthy Hong Kong And Aspire To Be An Internationally Renowned Public Health Authority
MDCO (All rights reserved)



Part C: Particulars of the DevicePart C: Particulars of the Device
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Part C: Particulars of the DevicePart C: Particulars of the Device
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Part C: Particulars of the DevicePart C: Particulars of the Device
Family/Series/  Accessories

Address of  Appendix (C1)System Accessories  manufacturer

Recall / Adverse Incidents / others Appendix (C2)

Appendix (C1)

IFU
Particulars of LRP
HKMD No: xxxxx Labelling Appendix (C3)

PMS‐123 License Requirements
(if applicable) Appendix (C4)

ABC Medical Limited  
MDACS Conformity Assessment Certificate

(if applicable)

Ri k T

Appendix (C5)

Safety Standards Risk 
Analysis

Type 
Test

Clinical Assessments

Appendix (C6)

Appendix (C7)

72

Clinical Assessments Appendix (C7)
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Part C: Particulars of the Device

 Instruction for Use (IFU), Labelling and Special Listing Information

Part C: Particulars of the Device

Instruction for Use (IFU), Labelling and Special Listing Information 
(Appendix C3)

 ili l i i d Bilingual IFU is required 
for device intended for 
self‐use or self‐testing

 Special Listing Information
Includes:

g
Listing Number
HKMD No.

Name of LRP

Address of LRP

Phone Contact 
No./Fax No. of LRP

73We Build A Healthy Hong Kong And Aspire To Be An Internationally Renowned Public Health Authority
MDCO (All rights reserved)



Part C: Particulars of the DevicePart C: Particulars of the Device

C f i A C ifi (A di C5) Conformity Assessment Certificate (Appendix C5) 
Conformity Assessment Body (CAB)means a body 
recognized by the MDCO to engage in the performance ofrecognized by the MDCO to engage in the performance of 
procedures for determining whether the device fulfills the 
relevant MDACS requirementsq

Recognized CABs: SGS, TUV SUD and BSI
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P D M k i A l & E i lPart D: Marketing Approval & Essential 
Principles
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Part D: Marketing Approvals & 
E i l P i i lEssential Principles
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Part D: Marketing Approvals & 
E i l P i i lEssential Principles

k l ( d ) Marketing Approvals(Appendix D1)
 Other than conformity assessment certificates issued by CABs recognised

by MDCO, applicants can also choose to provide evidence of specificby MDCO, applicants can also choose to provide evidence of specific 
marketing approvals to prove that the device conforms to the Essential 
Principles of Safety and Performance

 Marketing Approvals currently accepted by MDCO:
 Certificates issued by founding members of GHTF:

1. Australia
2. Canada
3. The European Union(Countries that implements MDD)
4. Japan
5. USA 

 China (Trial period: from 1st June, 2018 to 30th September, 2018)
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Part D: Marketing Approvals & 
E i l P i i l

 M k ti A l (A di D1) C f it t th

Essential Principles

 Marketing Approvals (Appendix D1)‐ Conformity to the 
Essential Principles
 If the device had obtained marketing approvals from the GHTF founding If the device had obtained marketing approvals from the GHTF founding 

members on or after 1st January, 2005, then the applicant has to provide:

Essential Principles Conformity Checklist  (MD‐CCL); orp y ( );
Essential Requirements Checklist prepared according to 
the European Medical Device Directives and a Essential 
Principles Declaration of Conformity (GN‐02 Annex 3)
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Essential Principles Conformity Checklist
(MD CCL)(MD‐CCL)
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Essential Principles Conformity Checklist
(MD CCL)(MD‐CCL)
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EU Essential Requirements ChecklistEU Essential Requirements Checklist 
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Essential Principles Declaration of Conformity 
(GN 02 A 3)(GN‐02 Annex 3)
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Marketing Approvals Samples 
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Overseas Marketing ApprovalsOverseas Marketing Approvals

 General Medical Device General Medical Device

Countries Marketing Approvals

Australia Australia Therapeutic Goods Administration (TGA) Device Registration Licence

Canada Health Canada (HC) Medical Device Licence

Japan Japan Ministry of Health, Labour and Welfare (MHLW)
• Pre‐market Certification (Ninsho) from a Japanese Registered Certification Body
• Pre‐market Approval (Shonin) from MHLW

USA P k t N tifi ti (PMN/510K l )USA • Premarket Notification (PMN/510K clearance)
• Premarket Approval (PMA)

EU • Directive 93/42/EEC (MDD)
• Directive 90/385/EEC (AIMD)• Directive 90/385/EEC (AIMD)
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EU
EC M k ti A l (b EU NB)EC Marketing Approval (by EU NB)

MDD/AIMD Conformity Assessment Procedures

Directive 93/42/EEC 
(MDD)

Directive 90/385/EEC 
(AIMD)

MDD/AIMD Conformity Assessment Procedures

Full Quality Assurance System Approval 
Certificate

Annex II Annex 2

EC Design – Examination Certificate Annex II, Section 4 Annex 2, Section 4g , ,

EC Type Examination Certificate Annex III Annex 3

EC Verification Certificate Annex IV Annex 4

Production Quality Assurance System 
Approval Certificate

Annex V Annex 5

Product Quality Assurance System Annex VI ‐Product Quality Assurance System 
Approval Certificate

Annex VI

Declaration of Conformity (DoC) Annex VII Annex  7

85We Build A Healthy Hong Kong And Aspire To Be An Internationally Renowned Public Health Authority
MDCO (All rights reserved)



Preparation of Application DocumentsPreparation of Application Documents

86We Build A Healthy Hong Kong And Aspire To Be An Internationally Renowned Public Health Authority
MDCO (All rights reserved)



Further InformationFurther Information

 Online Resources(www.mdco.gov.hk)

Related Guidance notes Technical ReferencesRelated Guidance notes, Technical References 
and Codes of Practice
https://www.mdco.gov.hk/english/mdacs/mdacs_gn/mdacs_gn.ht
ml

Application FormApplication Form 
https://www.mdco.gov.hk/english/download/download.html

 List of Medical Device
https://www.mdco.gov.hk/english/sd/sd_ld/sd_ld.php
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Further InformationFurther Information
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Issued Documents
G id N

GN‐00Guidance Notes for Definitions and Abbreviations for Medical Device 
Ad i i t ti t l S t

Guidance Note

GN‐01

GN 00Administrative control System

Overview of the Medical Device Administrative Control System

GN‐02

GN‐03

Guidance Notes for Listing Class II, III & IV Medical Devices

Guidance Notes for Adverse Incident Reporting by Local Responsible Persons

GN‐04Conformity Assessment Framework and Conformity Assessment Bodies

GN‐06

GN‐07

Guidance Notes for Listing In Vitro Diagnostic (IVD) Medical Devices

Guidance Notes for Listing of Importers of Medical Devices

GN‐08Guidance Notes for Listing of Local Manufacturers

89

GN‐09Guidance Notes for Listing of Distributors
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Issued Documents
T h i l R fTechnical Reference

TR‐002

TR‐001Principles of Conformity Assessment for Medical Devices

Summary Technical Documentation for Demonstrating Conformity to the 
Essential Principles of Safety and Performance of Medical Devices

TR‐003

Essential Principles of Safety and Performance of Medical Devices

Classification Rules for Medical Devices

TR‐004

TR‐005

Essential Principles of Safety and Performance of Medical Devices

Additional Medical Device Labelling Requirements

TR‐006Principles of In Vitro Diagnostic (IVD) Medical Devices Classification
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Issued Documents
C d f P iCode of Practice

COP‐01

COP‐02

Code of Practice for Local Responsible Person

Code of Practice for Conformity Assessment Body COP 02

COP‐03

Code of Practice for Conformity Assessment Body

Code of Practice for Listed Local Manufacturer

COP‐04Code of Practice for Listed Importers of Medical Devices
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Other Information
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Contact UsContact Us

Address:Address:Address:Address:
Room 604, 6/F, Room 604, 6/F, CityPlazaCityPlaza Three, 14 Three, 14 TaikooTaikoo Wan Road, Wan Road, 
TaiKooTaiKoo ShingShing, Hong Kong, Hong Kong

Phone:Phone: 31073107 84848484 Fax:Fax: 31573157 12861286

Email:Email:
mdco@dh.gov.hkmdco@dh.gov.hk

Website:Website:
www.mdco.gov.hkwww.mdco.gov.hk
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