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Post-market control

Post - market

Medical Device Safety Adverse Event (AE) Tracking of specified
Alert Surveillance System Reporting MDs
> DH maintains vigilance on > LRPs (and/or > Tracking of selected
medical device safety alerts manufacturers) are high-risk medical devices
issued by overseas required to report and by LRPs and
authorities and follow up as investigate adverse manufacturers, e.g.
appropriate events active cardiac implants
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Post-market control — MD Safety Alert

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

O Local distribution of the affected products

O Relevant field safety notice

O Root cause analysis and proposed corrective actions &
preventive actions (CAPA)

Risk Assessment

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
O Notification of affected users

O Root cause analysis

O 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

o Local distribution of the affected products

o Relevant field safety notice

o Root cause analysis and proposed corrective actions
& preventive actions (CAPA)

Risk assessment

Risk communication
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Risk communication

= Emall notification to relevant stakeholders

= Web message

m Letter to Healthcare Professionals

m Press Release

= Summary of safety alerts
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MDCO website

= Summary of Safety Alerts

Major Safety Alerts In July 2013
R L e L LI ¥
TS b - TR e Cavele

o et T il T i
P L T P — ™ T Comm | B D |
e it o R B R g LR
[ - "’ manes - e [ — o | o |
Ao | v xs tus R o Cowe A "M
IR [Siraemt S L By o s B Tia T3 Na
WO IRUNEIED [ Deet W LB Cametens Comating R Tytten A =t Py na
" o) i s —."—.'—-.—m... _‘% 1 h!! IrY e - - —1"—” -
. y Py
Y A L - ~t> "
Hovw o C Wl Devicd Conirl Uffica
noatth Safety Alerts and Communications
o - e
o P v NNl Aty atd] Larmranimnes =+ Navmds of Sy Al
1L sp e -
Wil Oowen * Summary of Safety Alerts r-m e
Mrrnren Corve [ R [ Gveinte few -1.“.1.-*'-2— “‘E—‘
o The isening dacement i & curmvrary of some medical Savion kafely serts g comvremcation i e ¥ t ._.. r . 150, 047 10 =
[Ire— saperied by e bpde or oveousay m'oﬁkm:nummmm zIT™ s
Al nol e conwdmed a0 wihavabes e Ste rhmmetan (OO Motk es -—1"".": e —”‘ 1_'_"m ! i
”" ey poe idurrnaben ered oot manadus barnr of bneal wappiter b dhebain (Apdadnd o 20 by J0V N po e Serememey 1 W e Py r e provep proym—
e [ressywe [83 vani HTIE] & BOF © Eacel o % - T witeed T WIS - T T
: Hepen Armerve Fesnrds prve— 3 u—mnua—““ 5 ™. [ryp— ey e v 7
o : b = & , I — r—— .
3) reme (o] oot 4 e PRy o - - Cab 27T aE. . [——— e
AP —— e 5 1
eorruten ot e -—n—nm o Freencte SR tama (Ramptt) e tenposelwnam| Onew ‘::".‘_‘::‘ v -t
Patas) A6, o
[ i Weweren c—--—-x-.-'u— P S SSAgtghagS) 2 -0 ESU it auiied BE
oot Rotomie e S — T s 2 wrmerresan: = ey
Hom— PR .'—— e~y = o B 20wt e o P e 0 e
Lt S

TUVE W Pvtnn ey | immwie] thanns Loni Pasens Dow 20 am 910Y




MDCO website
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MDCO website
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Follow up actions

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

o Notification of affected users

o Root cause analysis

o CAPA e.g. software upgrade, IFU update etc.
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Post-market control — AE Reporting (1)

Objectives

O 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
O Serious Injury
O Serious public health concern
O Others
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Post-market control — AE Reporting (2)
D

B Adverse Incidents to be reported under the MDACS ‘2

O The LRP becomes aware of information regarding an incident
that has occurred with his listed device(s)

O 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 YES

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

Use errors meeting any of the following criteria YES
€ Results in death or serious injury/serious public health concern
€ Achange 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

f L]
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Post-market control — AE Reporting (3)

Source of Information

professionals, users & patients / Media )

(LRP / MD supplier or manufacturer / Hospital or healthcare institution / Healthcare

AEs that results in
e Death
e Serious Injury
e Serious Public Health Concern

All other reportable AEs

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

H

1 Actions taken When Necessary

e Request the local supplier / manufacturer to carry
out field safety corrective actions, including recall

¢ On-site investigation

e Seek expert advice

Follow-up with the local supplier/ manufacturer
e Local and overseas incident statistics
e Investigation report with root cause analysis
e Proposed corrective actions and preventive actions

(CAPA) e Press release

Medical Device Control Office - —
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Thank you




Standard questions for safety alerts

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

To facilitate our investigation, we would be grateful if you could provide us with the following information:

1. Photo(s) of the broken device
2. Sales volume of

e Local
e Global

3. No. of complaints/ incidents related to in the same period of time

e Local
e Global

4. Root cause of the incident
5. Relevant corrective and preventive actions, if applicable.
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