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Taiwan Food and Drug Administration
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Taiwan National Adverse Drug Reactions Reporting System
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To ensure that medical equipment Is available for use
and functioning properly, the hospital performs and
documents :
REREERGEREAMNEREZEEDIGE - BRENTHEE
BACEE
®an inventory of medical equipment;

e iEa R
®regular inspections of medical equipment;
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®testing of medical equipment according to its use and
manufacturers’ requirements; and
RIFEEREERINLEREZEZETARE - &

® performance of preventive maintenance.
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Qualified individuals provide these services.
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Medical equipment is inspected and tested when new
and then on an ongoing basis, according to the
equipment age, use, and manufacturers’ instructions.
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Inspections, testing results, and any maintenance are
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This helps ensure the continuity of the maintenance
process and helps when doing capital planning for
replacements, upgrades, and other changes. (Also see
AOP.5.5, AOP.6.5,and COP.3.2)
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The hospital has a system in place for monitoring and
acting on medical equipment hazard notices, recalls,
reportable incidents, problems, and failures sent by the

manufacturer supplier, or regulatory agency.
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Some countries require reporting of any medical
equipment that has been involved in a death, serious

injury or iliness.

ALBEXFTERSEBRE T RET - EZEEEMR




FMS.8.1 Standard : EfRARFA O EENEIESERENG
s - Al -~ SHFESE - B8 - RIUGKOR

{FCERh

Hospitals must identify and comply with the laws and

regulations pertaining to reporting of medical equipment
incidents.
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The medical equipment management program addresses
the use of any medical equipment with a reported
problem or failure, or that is the subject of a hazard
notlce or is under recall. (Also see AOP.5.5 and AOP.6. 5)
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Intent of FMS.11 Through FMS.11.2

Staff are the hospital’s primary source of contact with
patients, families, and visitors. Thus, they need to be
educated and trained to carry out their roles in
identifying and reducing risks, protecting others and
themselves, and creating a safe and secure facility. (Also
see FMS.7.1, ME1)E L ES5REESE - XIE * shiEEMAYE
SR - UL - PR S B At I I - 4
BRI EPE - REMAEB CliRH L EHRIERE ° (32
B FMS.7.1, ME 1)
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Ransomware and Other Cybersecurity Threats to Healthcare Delivery Can Endanger Patients (IT)

1 e . .
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b Endoscope Reprocessing Failures Continue to Expose Patients to Infection Risk
NARSE B R T8 K 44 R AN R R R R

5 Mattresses and Covers May Be Infected by Body Fluids and Microbiological Contaminants( gk 32 5] %2 )
IR o IR BT AE €18 A A RS R AL M5 F BT A1 35 60 R M AR

4 Missed Alarms May Result from Inappropriately Configured Secondary Notification Devices and Systems
REHEEENIHY B IR e 2 ST REE BRI SR £

5 Improper Cleaning May Cause Device Malfunctions, Equipment Failures, and Potential for Patient Injury
RGO FERFTREREZHERE > kX EL G

6 Unholstered Electrosurgical Active Electrodes Can Lead to Patient Burns
FHAERERE > EREERARBEEMELY > TAGHZBHEM > EREZHE

; Inadequate Use of Digital Imaging Tools May Lead to Unnecessary Radiation Exposure
AL AR AR T BAL A R T AE S BUR o B0 53 51 PR 4T

g Workarounds Can Negate the Safety Advantages of Bar-Coded Medication Administration Systems
RIREN T AR ZESTRRIRGAESEFA T BREEHTH -

9 Flaws in Medical Device Networking Can Lead to Delayed or Inappropriate Care
5 % 2R AR M B0 B TG T A8 S UL SR g & 22 (IT)

10 Slow Adoption of Safer Enteral Feeding Connectors Leaves Patients at Risk
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Infusion Errors Can Be Deadly
If Simple Safety Steps Are
Overlooked

s B 695 2 T A it
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Inadequate Cleaning of Flexible
Endoscopes before Disinfection
Can Spread Deadly Pathogens
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Alarm Hazards: Inadequate Alarm
Configuration Policies and
Practices
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Alarm hazards
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Inadequate Cleaning of
Complex Reusable Instruments
Can Lead to Infections
BRARNEELA BN AF LR T
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Missed Alarms Can Have Fatal
Consequences

S EALE i C R E R E S

Data Integrity: Incorrect or
Missing Data in EHRs and Other
Health IT Systems
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Infusion pump medication
errors
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Missed Ventilator Alarms Can
I.ead to Patient Harm
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Failure to Effectively Monitor
Postoperative Patients for
Opioid-Induced Respiratory
Depression Can Lead to Brain
[njury or Death

G BAT 15 9 AR SRR B BT A1 B
By PR A h AL 0 g BUR A
PG AL T

Mix-Up of IV Lines Leading to
Misadministration of Drugs and
Solutions
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CT radiation exposures in
pediatric patients
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Undetected Opioid-Induced
Respiratory Depression
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[nadequate Surveillance of
Monitored Patients in a
Telemetry Setting May Put
Patients at Risk

BL A 2 48 Bo AR 8 09 I A 3841 8
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Inadequate Reprocessing of
Endoscopes and Surgical
[nstruments

N AR ST 3R Fo F-17 28 AR A e 2269
V.S

Data integrity failures in
EHRs and other health I'T
systems
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Infection Risks with Heater-

Cooler Devices Used in
Card; .
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Insufficient Training of Clinicians
on Operating Room Technologies
Puts Patients at Incr

Bf 7] 5 BT B ER IR N AL 42

Ventilator Disconnections Not
Caught because of Mis-set or
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Occupational radiation
hazards in hybrid OR's
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Software Management Gaps
Put Patients, and Patient Data,

at Risk

AR B T % 2T A

A B H# R

Occupational Radiation
Hazards in Hybrid ORs

BREXTFHERARALE

Errors Arise When HIT Inadequate reprocessing
Configurations and Facility Patient-Handling Device Uselof endoscopic devices
Workflow Do Not Support EachErrors and Device Failures |and surgical

Other instruments

P BB ARIAMT (Health IT)ZR €
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- , : Neglecting change
Unsafe Injection Practices "Dose Creep": Unnoticed J J J
, , o , , , management for

Expose Patients to Infectious  Variations in Diagnostic ,
networked devices and

Agents Radiation Exposures

systems
RE2ERPEERR EHR (RETSETRF RS Z LT BE BBl 2 508
FEARERTF ZE &R FA s &g

Automated Dispensing Cabinet Gamma Camera Mechanical =~ Robotic Surgery:

Setup and Use Errors May
Cause Medication Mishaps

THREBEDREFHK

Surgical Stapler Misuse and

Malfunctions

Failures Can Lead to Serious  Complications due to

Injury or Death Insufficient Training

A B B AR G R e i 45 3R I BRI EE R > WAIRREATERYERE A" A" BT ER
ERBREHGERLET AN TG OF 5 89 AL & 8 R
Failure to Appropriately
Operate Intensive Care Cybersecurity: Insufficient  Robotic surgery
Ventilators Can Result in Protections for Medical complications due to
Preventable Ventilator-Induced Devices and Systems insufficient training

T e BRZ A RESR FREATREINBHRAMNE BRIEE LT 2AE

Device Failures Caused by
Cleaning Products and Practices Medical Devices to Malfunction
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Lung Injuries
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Misuse of USB Ports Can Cause Overwhelmed Recall and Retained Devices and

Safety-Alert Management

Un-retrieved Fragments

Programs
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HISTORY OF CLINICAL ENGINEERING

* 1960s — Electrical safety
 1970s — Performance assurance
* 1980s — Productivity and Quality

* 1990s — Technology management and Quality
Improvement

« 2000s — Medical equipment networking

e 2010s — Multiple medical equipment systems
integration

* 2020s — Big Data and Al
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] %;‘,’;;:'5;% 88 'OI(:)‘;"CE"I?;S) 50 | 150 | 90 | 180 | 40 | 110 | 65 | 120 | <7 | >35
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Surgical ICU 100(Philips)
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J ZZ HZJi 517‘:'_ 100(Philips)
88 oG 50 | 150 | 85 | 180 | 40 | 110 | 55 | 120 | <7 | =35
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PULSE OX | HEART RATE | Respiratory SYS,'}%LIC BP
% BPM Rate (bpm) H DIASTOLIC mmHg
Age g
Newborn 38 | 100 [ 90 [ 180 | 30 | “ o | o 4
1-5 months 9 | 100 | 100 [ 180 | 30 | o | oo | 30 0
6-11 months 90 | 100 | 100 | 150 | 25 35 60 | 120 | 50 70
1 year 90 | 100 [ 100 [ 150 | 20 | | o s | 4 00
2-3 year 90 100 65 150 15 ’5 75 125 40 90
|4-5 year 800 | 100 | 65 | 140 | 15 s w0 | 120 | so %
6-9 year 80 | 100 | 65 | 120 | 12 20 80 | 120 | 50 30
i
10-12 year 90 100 | 65 | 120 | 12 20 | 90 | 130 | 55 85
N
13 year + ‘l 100 | s5 | 110 | 12 18 | 100 | 140 | 60 90
|
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>120 R/4 | >150 R/45
HR 2814 712 2102 -74.70%
<50 R/4> | <50 R/%
RR >30 R/ | >35 R/ 2790 1406 -1384 -49.61%
SpO2 <90 (%) <88 (%) 807 525 -282 -34.94%
>160 mmHg | >180 mmHg
BP SYSTOLIC 4046 2223 -1823 -45.06%
<90 mmHg | <90 mmHg
>110 mmHg
BP DIASTOLIC RIE—XE 0 563 563 -
<40 mmHg
. |>120 mmHg
BP MEAN KRR TE 152 2070 1918 -
<55 mmHg
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