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1) Related Laws

Medical Device Act, Article 31(Control of side effects)

(1) If a medical device handler discovers any case or risk of death or occurrence of a serious side effect on human
health while in use, he or she shall immediately report such discovery to the Minister of Food and Drug Safety and
shall retain the records thereof.

In such cases, the Minister of Food and Drug Safety may require the head of the National Institute of Medical Device

Safety Information to analyze and evaluate the causal relationship, etc. with the medical device and report the results

thereof.
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2) Reporting on Side Effects

- Target : item already permitted, certified, or notified in Korea

(1) Within 7 days (2) Within 15 days (3) Within 30 days
medical device causes death or life- (a) Where admission to a hospital or the Other significant information or other
threatening side effects. extension of an admission period is adverse events.

required:;

(b) Where recovery is impossible or a
serious disability or impaired function is
caused;

(c) Where congenital malformations or

abnormalities are caused.

[Source] ENFORCEMENT RULE OF THE MEDICAL DEVICES ACT, Article 51
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3) Management System of Medical Device Safety Information

@ manufacturer, importer, distributor, lessor, repairer of medical devices ]
Mandatory

reporting
9 medical institution )
@ customer, doctor, nurse, etc. j

Collection of safety information, .
? ; ty : 4 Request to submission data and
including domestic and internaticnal 5 3
) Provision of Information
side effects

« collection, analysis, and evaluation of safety information

N , m « Medical Device Adverse Event Evaluation Committee

* Investigation of causal relationships between medical devices side effects

« Operation of Medical Device Safety Monitoring Center

uonewlosul 33185 10 UOISIAOIG

Reporting of analysis and Reporting of action results
evaluation results
« Provision of safety information
Q « Actions such as recalls, suspensions of use, and changes to license

« Follow-up management including education and publicity
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1) Management Procedure of Medical Device Adverse Event

& MFDS

Evaluation

% Follow-up measures
— Severity / Causal relationship / Expected i - Recall, suspension of use
adverse event / Frequency / Potential — Changes to Permit
contributing factor / Sensitivity — Distribution of safety notices
= Assess the need for action — Education and publicity

i . Request for -

Analysis Evaluation que Follow-up

Action measures
i Analyze Request for action :
Review the report content - Root causes of adverse events,
: — AEcode Corrective and preventive actions
:  — Outcome :
' — Causes - Review the adequacy of measures '

— Expected adverse event

.
-------------------------------------------------------------------------
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2) Collection on Medical Device Adverse Event
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[Source] Regulations on the Management of Safety Information, including Adverse Effects of Medical Device, Form1
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2) Collection on Medical Device Adverse Event

== https://emedi.mfds.go.kr/msismext/emd/min/mainView.do
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3) Analysis on Medical Device Adverse Event

Adverse Product

Event Problem
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3) Analysis on Medical Device Adverse Event

(2) Lif (3) Hospitalization
ife

(1) Death . or Prolonged
| Threatening

(4) Disability (5) Congenital
or Permanent Anomaly/
Damage Birth Defect

Hospitalization

— N —

(7) Required
(6) Other Intervention (8) Minor
Serious | to Prevent outcome

Adverse Event




AT —

| 2. Collection, Analysis, Evaluation and Investigation on Adverse Event Globa Q Pl

MINISTRY OF FOOD AND DRUS SAF
National Institute
of Food and Drug Safety Evalution

5 Harmonization
G Hc Center

3) Analysis on Medical Device Adverse Event

\
(1) Medical (2) Procedure (3) Patient
Device | Problems Condition

/

(4) Unable (5) Other
to Evaluate



Adverse
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3) Analysis on Medical Device Adverse Event

Adverse Event Reporting

(

DEVICE/COMPONENTS

~
PATIENT/USER

[

Medical

device
problem

What was
problem
at device
level?

Cause

investigation

\

Component

Which
components
were
involved?

¢ What were

{ the probable

: causes

: of the problems?

What was the

effect of the

adverse event

on the patient, user
orany other person?

.

7

[Source] IMDRF documents>Terminologies for Categorized Adverse Event Reporting (AER):terms, terminology and codes (www.imdrf.org)
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4) Analysis - Evaluation Procedure

Safety
Information
Report
—» immediately —
Request for data Request for submission of
l provision, etc. I data 7

—> Weekly —

— Monthly —

—> Outcome>Severity —— Reply
: : Review
: - Causes:>cau:':‘»a| é — Half-year —
relationship :

Expected adverse

event
AN Frequency > Evalua'tion 1
: Committee
F.’ote.ntlal :
i contributing factor : DB
: H - > o <
Monitoring

—> Sensitivity —
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5) Evaluation on Medical Device Adverse Event

(2) Causal (3) Expected
relationship adverse event

4

(5) Potential
(4) Frequency contributing (6) Sensitivity
factor

(1) Severity
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5) Evaluation on Medical Device Adverse Event

(1) Severity

Outcome Severity

1 Death

Critical
2 Life Threatening
3 Disability or Permanent Damage

Major
4 Congenital Anomaly/Birth Defect
5 Hospitalization or Prolonged Hospitalization

Moderate

6 Other Serious (Important Medical Events)
Vs Required Intervention to Prevent Adverse Event

Minor
8 Minor outcome
9 Product Problem Negligible

[Source] Regulations on the Management of Safety Information, including Adverse Effects of Medical Device, Appendix 3
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5) Evaluation on Medical Device Adverse Event

(2) Causal relationship

Causes Causal Relationship

1 Adverse Event Caused by Medical Device Medical Device
2 Adverse Event Caused by Procedure Problems Procedure Problems
3 Adverse Event Caused by Patient Condition Patient Condition
4 Unable to Evaluate

Unable to Evaluate
5 Other

(3) Expected adverse event

» Whether the manufacturer is already aware of the reported adverse event or
(whether it is stated in the permit or instruction manual)

* Whether it is a possible adverse event due to the nature of patient and procedure

[Source] Regulations on the Management of Safety Information, including Adverse Effects of Medical Device, Appendix 3
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5) Evaluation on Medical Device Adverse Event

(4) Frequency

Possibility of occurrence(Frequency) Period
1 Very Common Once in the past 3 to 6 months
2 Common Once in the past 6 months to 1 year
3 Uncommon Once in the past 1~2 years
4 Rare Once in the past 2~5 years
S Very Rare No similar adverse events have been reported

(5) Potential contributing factor

- Possible problems during use, manufacturing, transportation, or storage.

(6) Sensitivity

- Foreign information releases, Literature information, Post-marketing surveillances, Press releases, etc.

[Source] Regulations on the Management of Safety Information, including Adverse Effects of Medical Device, Appendix 3
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5) Evaluation on Medical Device Adverse Event

Yes > Adverse event of occurrence in Korea

No —_
: Critical
S >
evenity / Major

Medical
Causal Bviea
relationship Impossible
o evaluat
Expected
adverse event
Frequency >

Sensitivity / =
Potential P's:::a
contributing contributing T }
factor cto 1
|
. |
Information of |
Attention -~
(Weekly) |
|
Information
during analysis

Moderate
/ Minor

Negligible

/

Patient /
Procedure

Patient /
Procedure

Medical Impossible
Device 1o evaluate

Expected
adverse
event

P

Ensitive
Potential

_________ PDtent\aI
oontrlbutlng

contributing -
factor

[Source] Guidebook of MFDS
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6) Investigation of causal relationships

- Investigation Target

(1) (2) (3)

Where side effects falling under Article 51 Where unintended syndromes, Other cases where the Minister of
(1) 1 or 2 have occurred or are suspected symptoms, or diseases have Food and Drug Safety deems it

to have occurred during the use of medical occurred in large numbers to necessary to investigate and
devices; patients who have used the identify the causal relationship

(a) Death or Life Threatening medical devices at a specific between medical devices and the
(b) Hospitalization or region or time; side effects.

Prolonged Hospitalization
(c) Disability or Permanent Damage

(d) Congenital Anomaly/Birth Defect

[Source] ENFORCEMENT RULE OF THE MEDICAL DEVICES ACT, Article 61-2, Guidebook of MFDS
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6) Investigation of causal relationships

- Investigation Procedure

(1) Target Review (2) Additional 3) 1 tiaation Pl
(need for investigation) Information research Ayeslgagion bk
. Determine the Product, Method ' Search oh the product + Determine the Schedule, Item,
. (if necessary) Expert advice + Pastsimilar cases investigators
- Foreign government data
(4) Conduct field (5) Comprehensive (6) Reporting Result
Investigation Investigation (Follow-up)
_site investigati . Review CAPA
- On-site investigation of eV'eVV_ . . Report to MFDS
medical institutions, company ——— - Checkinspection result )

(medical records, etc.) - Provide expert advice - (if necessary) Follow-up measures
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| 3. Active AE management base on Real World Data

1) RWD(Real World Data)

Patient

Registry
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2) Patient Registry

(1) Breast prosthesis (2) Hip prosthesis (3) Implantable cardiac
pacemakers

2022~ 2023~

P Preparation of Related Laws('~25.1.31.), Enforcement of the Law('25.8.1)
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3) CDM(Common Data Model)

« Analysis Procedure

A

&2, EHR Data > @Extract,Transform,Load) > &WCDM
B

ﬁ[f] EHR Data > Extract,Transform,Loadj > m CDM

(@

(S EHR Data > @ Extract,Transform,Load) > & CDM

4 | \
pe T2 )
\ /

Submit and Review
Analysis Results

Analysis Query

Share and Use Results
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