Medical Device Administrative
Control System (MDACYS)

Department of Health
The Government of the Hong Kong Special Administrative Region
of the People’s Republic of China
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Background

# No specific control or monitoring
of medical devices before 2003

¢ Consultation Document on
Regulation of Medical Devices ¢
. .
issued in July 2003 ——

# Discussion in LegCo Panel on
Health Services in March 2004 i

E Implementation of an
administrative control system by
phases (MDACS)
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Rationale of MDACS

# On voluntary basis

# In line with the Global Harmonization
Task Force (GHTF) Recommendations

(http://www.ghtf.org)
# Tallored to suit the local situation

¢ No unnecessary burden to the trade and
the government



Scope of MDACS

# Listing of Classes I, lll and IV medical
devices

# Medical Device Safety Alert System
# Adverse Incident Reporting System
¢+ MDCO Webpage (www.mdco.gov.hk)

# Recognition of Conformity Assessment
Bodies

# Listing of Local Manufacturers
# Listing of Importers (consultation in progress)
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Medical Device Listing Process E!

Designate

Local

Responsible
Person

Apply

Medical Device
Control Office
l Approve

Listed Medical
Device



Certificate of Listing

# Information on the certificate

E Listing no.
¥ Make and model IR

E Device description

E Manufacturer and address

E Manufacturing sites

F Local Responsible Person

E Date of Issue

F Date of expiry
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Progress of Medical Device Listing

. |# Medical Devies Costrl Office - The List of Medical Devices - Windows Internet Explorer ;_“_“"5'2':11
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E Class IV: Nov 2004

E Classes Il/Ill: Nov 2005
# Applications received:

222 (until 23 Apr 2007)
+ Applications approved.:

47 (until 23 Apr 2007)




Medical Device Safety Alert System

# Sources of safety information

E GHTF National Competent Authority Report
Exchange Program (NCAR Program)

F Overseas authorities (e.g. FDA, MHRA &
Health Canada)

¥ Local Responsible Persons

E Device suppliers and manufacturers
I Hospitals and healthcare institutions
EF News media...
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Classes of Safety Alerts

# Classes of safety alerts

I Class 1: reasonable chance will cause serious
health problems or death

»Urgent safety alert

E Class 2: possibility will cause temporary or
reversible health problem
»Monthly summary
E Class 3: little chance will cause health
problems
»No action
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Safety Alerts (1.1.~ 31.12.2006 )

# Alerts screened 907

# Affected devices sold in HK 154

B Class 1: 54 cases
B Class 2: 100 cases




I*2 Urgent Safety Alert Emails

“* New Memo - Lotus Notes

File Edit WView Create Actions Text Help & v OB @
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U New Memo X notes

WK LAU
10/04/2006 18:41

CC

beoco:
Subject: |Vo|untary Field Action regarding >xooce Implantable Cardiac Defibrillators |

™ Urgent M Return Receipt
Qur file ref. no.: {2) in 5/F(150) in DH/MDCO/20-5/2 2

Dear Sir/Madam,

Please be informed that ¥YYYYY Corporation has issued a press release on their corporate website regarding a voluntary
field action on the captioned devices. Details could be found at the website address
http:Awsnw yyyyyyy.com/news/600/web release/nr 000624.shtml .

If you are in possession of any affected units, please contact your supplier for remedial actions.

Yours faithfully,
Alfred K.F. NGAI
for Director of Health

Medical Device Control Office, Department of Health
The Government of the Hong Kong Special Administrative Region
18/F. Wu Chung House. e

Body of message

Default Sans Ser’| 14 *|[MNane] 5 ‘| =2 Offica ‘e
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Urgent Safety Alerts

€ Medical Device Control Office - Recalls and alerts - Windows Internet Explorer BEX
&9 v &) v mdco gov Hienglisvecallrecalls htl (] [#2][x o~
- BED REE KR FREWw IAO RS
YT - 2 v|| EEES - 2 R E- @ | [FEA DM - P HB - S EE Video - O MBS - §IBLOG - »
U5 @ |22+ | & Medical Device Control 0. % | # £62 Final Documsnis [~ B -E 8 e EE
-~
L HONG (Tl
Department of Health Asla’s world city  KONG @
The Government of the Hong Kong Special Administrative Region
GOVHK EEBAT— 4l ~ TEXTONLY SERBIR f&iEAR SEARCH 2| siemar | =1
Home 5 4 .
—About Us Medical Device Control Office
What's New Recalls and Alerts
Medical Device
Administrative
=S yehn ke SOOI N
Search Database
-Recalls and Alerts The following document is a surnmary of some medical device safety
tReporlAdverse information related to potentially hazardous cases. It only semves as a quick
ncidents : - .
= reference and in no way should be considered as exhaustive and up-to-date.
% T Please refer to the source of information and your product supplier for details.
{i] lona aterials [ |
Sl (Updated on 16 March 2007).[yi] [
Frequently Asked o o ) .
Questions Boston Scientific Vitality and Assure Implantable Cardioverter Defibrillator
Press Release (ICD) Families and Contak Renewal Cardiac Resynchronisation Therapy
Download Forms Defibrillator {CRT-D) Families {16 March 2007)
—Usaful Sites H I ATFTACLE A i ) w B Fa) .y
Disclaimer ‘Ltrom,, Model 3770GK GATEKEEPER Reflux Repair Systems (6 March
Waverleyglen Portable Reachers 24" and 36" (5 March 2007)
Various Models of HoMedics Heating Pads (9 February 2007)
Biomerieux Vironostika HIV-1 Microelisa Systems (7 February 2007)
Physio-Control Products (25 January 2007)
Select lots of CIBA Vision O,0ptix (lotrafilcon B) Soft Contact Lenses (16
lamian: 2NNTY [l
& EREE +100% -
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Monthly Summary of Safety Alerts

@ hitp:itwww mdco.gov hklenglishirecallsifiles/alerts 20070316.x1s - Windows Internet Explozer E]
3 € | http:wwew mndco.gov hidenglishirecallsfilesfalerts 20070316 s bl M 2N [R5 P
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W |5 || Medical Device Control Offic... | € hitpsthrww.mdco gov hide... -3 &- 4 20
ES = £ Waverleyglen Systemns Ltd - Portable Reacher 24" and 36"
A B C D E F E
, Major Safety Alerts in March 2007 (This page is subject to further review) [
The fallowing safely alerts has a reasonable chance that the product will cause serious health problems or death. These cases will be forming part of the summans of
2 \March 2007 and mare details will be provided when available
3 |*Mote: FDA = Food and Drugs Administration, United States of America; MHRA = Medicines and Healthcare products Regulatory Agency, United Kingdom; Health Canada = Health ¢
4 MDCO Ref. No. Description of Product ":2::::;;00;, Reference No. by Source Alert Type by Source Date c:ll:'“s‘s];:; Lo
s ‘::]ad"ggf"g'en Systems Ltd - Portable Reacher 24 Health Canada 34150 Type | 2007/03/05
Medtr_unic Madel 37T0GK GATEKEERPER Reflux MHRA 2007002401 4/081/006 Field Safet;f Carrective 200702006 Medtror
6 Repair System — Action
Baoston Scientific Vitality and Assure Implantable
Cardm\terterDgﬂbnllator(ICD)lFar_"mhes and Contak MHRA MDAZ007/023 Medical Device Alert 2007i03/15 Boston
Renewal Cardiac Resynchronisation Therapy —
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