Press Releases

|@ Medical Device Control Office - Fress releaze - Windows Internet Explorer E]
ye ity

=
G-

BEE RED BRI HEEW IAO [RAD

£ | http:#wwew mdco.zow hkdenglish/press'press html bl M 2N [R5

X - 2 v EEeE - 2 R B & | BN @M - SFE - S b8 Vileo - U M - §IBLOG - »
U6 &0 52+ @ Medical Device Control 0. & httpfww mco zov hiengl -8 & 4§58 7-
-~
s . HOMNGE
Department of Health Asla’s world dity  KOMNG ?
The Government of the Hong Kong Special Administrative Region

GovHK & BB — 5l

SEARCH 2| siemar | =2

Home
About Us Medical Device Control Office

What's New Press Release
Medical Device
Administrative
Control Systam

Search Database
Recalls and Alerts

Report Adverse
En?:%oanta

Events

Educational Materials
and Publication

Press Release

Frequently Asked

Questions ons
Press Release
Bownload Forms DH Monitoring Recall of Four AMO Contact Lens Solutions (22 Movember
Useful Sites
Disclaimer
106)

Update on Removal of Contraceptive Device (24

Removal of Contraceptive Device (13 December

Eallowi-un Action o adironic Sinma® Pacemakers 2005 W

& EREEE +100% ~



Adverse Incident Reporting System
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This System is designed for the Local Responsible Persons
to submit the reportable adverse incidents related to their
listed products, and which are suspected to have caused
death or serious injury, or which may lead to death or
serious inury If it recurs. The act of reporting an incident
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On-line Reporting
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Medical Devi e Control Office

Report Adverse Incidents
Report Adverse Incidents » ReporbingForm e

= Reporting form

Please Login (For Local Responsible Persons Only)

User Mame | |

Fassword |

SUBMIT 4 RESET | 4

For others, please use the User Reporting Form to report
adverse incidents involing medical devices to the Medical Device
Control Office.

Adobe Reader is required for viewing and printing the




Reporting Form
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MEDICAL DEVICE CONTROL OFFICE MDCO Report No.
o USER REPORTING FORM - MEDICAL DEVICE INCIDENTS | (Cfficial Use Ony)
e This is a voluntary report form far reporting suspected problem with a medical device that may
present a hazard. Submission of this report does not consfitute an admission by the reporter of
iability for the event and its consequences. It is also not a conclusion that the dévice caused or
1} contn uted to the adverse event.  Information of individual reporter and patient will be treated in
strict confidence. For enquiries, please contact the MDCO at telephone no. 2961 8788.

L DEVICE INFORMATION

1=

1. Device Description

2. Brand Name and Model

3. Serial No., Batch No_, or Lot No. | 4. MDCO Listing No. (if known) ‘

5. Is the device or its packaging available for inspection? O Yes O Ne

I SUPPLIER INFORMATION

1. Company Name

2. Name of Contact Person | 3. Telephone Mo. ‘
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Adverse Incidents
2 Aug 2005~23 Apr 2007/

#Cases reported 14
#Cases completed : 6




Conformity Assessment Body

# CAB is abody recognized by the MDCO to engage
In the performance of procedures for determining
whether the relevant MDACS requirements are

fulfilled.
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Conformity Assessment Process Ei

Quality Management System
Post Market Surveillance System
Summary Technical Documentation

Designate Declaration of Conformity
Local
Responsible Conduct
Person Conformity
Assessment
Apply
. _ Conformity
Medical Dev_lce Assessment
Control Office Body
lApprove
Listed Medical
Device



Alternate Route of

Conformity Assessment
# Marketing approval from GHTF founding
members
E Australia
F Canada

E European Union (countries have implemented
European Council Directives)

F Japan
FUSA




Listing of Local Manufacturers

# A local manufacturer is a manufacturer
whose business as a manufacturer of
medical devices has either been
registered in Hong Kong pursuant to the
Business Registration Ordinance (Cap.
310) or Is part of a business which has
been so registered.

® QOMS requirements: ISO 13485
® Commencement: Mar 2007
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Listing of Importers

¢ An importer is a legal or natural person
who brings or entrusts others to bring
medical devices that fall within the scope
of the MDACS into Hong Kong.

¢ Proposed document: GN-07
# Comments: before 30 Apr 2007




MDCO Website
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http://www.mdco.gov.hk/

# Workshops: 23
# Educational Seminars: 6




Publicity & Education E!
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Way Forward

# Full scope of MDACS:
E Mid 2007

# Regulatory Impact Assessment:
F May ~ Nov 2007
¥ Includes public consultation

# Report to Legislative Council: end 2007




Thank You!
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