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FH#&EEE (Surveillance system)

— ZEEHRFrE(surveillance plan)
el N - ZEERME(PSUR)

- _EmEEENIRE(post-approval study)

Bl PR CUUER s s B R RS (PMCF
B Post-Market Clinical Follow-Up)
A — ¢, mEAREHEH (serious adverse event
i reporting)

—— Efl/2xH R @ (field safety notice)

#8 LIE FERR$E it (corrective and preventive
action)
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21 CFR 814.82(a)(2) FD&C Act 522
21 CFR 814.82(a)(9) 21 CFR PART 822

Post-Approval Studies

-PMA approval order, a condition of
approval

-Gather specific data to address
qguestions about the post-market
performance of or experience

-PAS protocol

-Interim report / Final report

-PAS Database

Post-market surveillance
-Class Il or class Il devices

- A potential issue / question
- PMS plan (study)

- Interim report / Final report
- 522 Database

Guidance for Industry and FDA :
Procedures for Handling Post-Approval
Studies Imposed by Premarket
Approval Application Order

Guidance for Industry and FDA
Post-market Surveillance Under
Section 522 of the Federal Food,
Drug, and Cosmetic Act
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BRER S R aa ] L h 18 &3 :
MDR CHAPTER VI MDR CHAPTER VII- SECTION 1

CLINICAL EVALUATION AND
CLINICAL INVESTIGATIONS

- Clinical evaluation

- Clinical investigations regarding
devices bearing the CE marking

ANNEX XIV PART B PMCF

PMCEF, Post-Market Clinical Follow-
Up

- PMCF plan

- PMCEF evaluation report

Post-market surveillance

- PMS system

- PMS plan

- PMS report ( PMSR )

- Periodic safety update report ( PSUR)

MDR CHAPTER VII- SECTION 2
Vigilance

- Serious incidents

- Field safety corrective actions
- Periodic Summary Report

- Trend reporting
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MDCG 2020-7
MDCG 2020-8
MDCG 2020-
10/1 Rev.1
MDCG 2022-21

MDCG 2023-3

MDCG 2024-1

Guidance on PMCF plan template
Guidance on PMCF evaluation report template

Guidance on safety reporting in clinical investigations
Appendix: Clinical investigation summary safety report
form

Guidance on Periodic Safety Update according to
Regulation (EU) 2017/745

Questions and Answers on vigilance terms and concepts
as outlined in the Regulation (EU) 2017/745 on medical
devices

Guidance on the vigilance system for CE-marked devices

DSVG 00 Device Specific Vigilance Guidance (DSVG) Template
DSVG 01 on Cardiac ablation

DSVG 02 on Coronary stents

DSVG 03 on Cardiac implantable electronic devices (CIEDs)
DSVG 04 on Breast implants
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Guidance for Medical Device Post-market Surveillance Practice

https://www.fda.gov.tw/tc/newsContent.aspx?cid=3&id=29082
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1.2, | #HEExmAma

1.3. | BRisiTiH2 7. EAE B R #TH A (Monitored items & Follow-up status):

2. i.ﬁli*iﬂ E®NA Baseline B;::E;::::;e 1 month |6 months |12 months

2' 1 ' _é* hTrE_’é'? %ﬁ,ﬁ‘ {Ej}ﬁ% $ gﬁ NYHA [New York Heart Association)

2.2 i X oo ! o Wl E A R

2”3' 3; i];ﬂ& .‘g ; LVEF (Left Ventricular Ejection Fraction) #.o %

24 |AnuR

25 | Mt ¥H L4 o

26 |V EmiaEE . Inadequate Healing of Incision Site

2.7. | FCTIEAA AR BEE :;;:Tii;ial Infection

2.8 | lE (HPIHEERZBMEFRTRE) * |nosmonn

3. HERR o [Fieosystem Infection

3L [ w2 ERE R et

32, | ®EEMRAH i P

33. | REEAYE (2RUARASNFHEELL0l) g | Mumberof armhythmia

34 | RPERAARI R ok MA KM TN et

35 |#fhdas (AWM EHRARTFHRARAI®) © | menax

36, | S AEGE A HELE No arrhythmia but number of inappropriate

37 | BT A A& (BR8-S dT - B2 F R MR - ki iE A & B D
18 P48 I B 1~ 3 — FALPAE e AR - BB R B EiE) Arrhythmia but number of not under sensing

4. MMk U carrenpansrasin

4l 1| g‘ #.-‘-l— 4?‘__% Iﬁ E ;i*g- ﬁ: " (Other AE (Adverse Events)

LieFRER

42, | muRERSA (R etdRd - RoHAERE)
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- IMDRF Adverse Event Terminology
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No Name of terminology Annex : DEVICE/COMPONENTS PATIENT/USER
1 Medical device problem A f
2 Cause investigation B e componerr I8
Type of Investigation problem
Cause investigation C Whatwes  Which
Investigation Findings problem . components
Cause investigation D el e
Investigation Conclusion S—
3 Health Effects E st
Clinical Signs, Symptoms e problems?
and Conditions .
Health Effects F Cause T e
Health Impact investigation B/ C/D on the patient,user
4 Component G L\ ) e enerpenent |
EHREE
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[IMDRF Adverse Event Terminology]
AEMER

https://www.imdrf.org/working-groups/adverse-event-terminology

e Annex A: Medical Device Probld ... ...
« Annex B: Cause Investigation -

. , - A01 - Patient Device Interaction Problem
. :"J'nr‘l nex C: CHUEE IﬂVE‘Stlg ation - Problem related to the interaction between the patient and the device.
* An NeEx D: EHUSE InvEIStlgatlﬂn = + A0101 - Patient-Device Incompatibility
- An nex E Health Eﬂ:E'[tS - .|:‘| | n | € Problem associated with the interaction between the patient's physiology or anato
o Annex F: Health Effects - Healtl _ _

+ A0102 - Osseointegration Problem

& An Mex G: Medi[al DEUi[E E[}m E Problem associated with intercannection between the bone tissue and the implant

A0103 - Loosening of Implant Not Related to Bone-Ingrowth
Problem associated with the loss of direct anchorage of an implanted device overt
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Peritonitis
Delay to Treatment/ Therapy

Device Misassembled During
Manufacturing /Shipping

Failure to Seal
Misconnection

Controller
Cautery Tip

Testing of Actual/Suspected Device
Assembly Problem Identified

Quality Control Deficiency
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