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.~ Executive Summary

1. Introduction

Even though many Korean medical centers have been reusing single
use devices after sterilization processing, there were no regulations or
recommendations established by a legal legislative unlike countries
like USA, Germany and Australia that allows the reuse of single use
devices.

The issue of reusing single use devices has been brought up to the
society’s attention when the reuse of disposable pain adjustment
devices has aired on the news in 2003. From then on, the issues of
hospitals billing the insurance for the use of single use devices when
they have been reusing them have brought up to the society’s
attention.

However, the insurances were also taking such conditions into their
consideration and took the liberty of assuming the reuse of single use
devices and applied such assumptions when calculating the costs paid
out to the hospitals for using single use devices. Therefore, in order
to prevent continuous loss of capital by using single use devices only
once, the reuse of single use devices has become prevalent in the
Korean medical practices.

In February 2009, Anti-Corruption and Civil Rights Commission has
brought up the issue of "hospitals wrongfully billing the insurance for
the use of new single use device when they are actually reusing
them after sterilization”. Not only that, but they went further and
addressed the lack of Food and Drug Administration(FDA) regulations
to control the reuse of single use devices and the risk of relying
solely on sterilization company’s standards. Also, they have addressed

the existence of two opposing views from Korea Food and Drug
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Administration(KFDA) and the Ministry of Health, Welfare and Family
Affairs regarding this matter. They also addressed the risk of "lethal
secondary infections” from the reuse of single use devices and
suggested "Regulations to control wrongful insurance billings for
single use devices" to the congress to "define single use devices and
prevent the reuse of single use devices".

The issue of reusing single use devices has been debated for
30-40 years in other countries as well. The first issue that has been
debated regarding the establishment of regulations for reuse of single
use devices has to do with increased infection rates and deterioration
of device functions that leads to increased patient mortality and
morbidity. Second issue had to do with increased medical costs due
to frequent use of single use devices without reusing them. Finally,
environmental issues regarding the disposal of single use devices
have been debated in order to establish related regulations.

Therefore, this research is focused on reviewing the current
policies regarding the reuse of single use devices, performing safety
and effectiveness analysis on the reuse of single use devices and
introducing legal, social and ethical issues to aid the establishment of

national regulations regarding the reuse of single use devices.

2. Research Method

The major questions of this research are as the followings:

1. What are the policies in major countries for the reuse of single
use devices?

2. Is the reuse of single use devices clinically effective and safe?

3. What are the social and ethical principles that must be
considered regarding the reuse of single use devices?

In order to answer above questions, the following methods have

been used to carry out the research.

First, extensive research on foreign reports and data regarding the
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reuse of single use devices has been performed to understand foreign
policies and regulations.

Second, we performed the systematic review using previous
systematic reviews to investigate the safety and efficacy regarding
the reuse of single-use medical devices. To conduct research device
we assessed the relevance and quality of four systematic reviews. We
chose recently published and well-conducted systematic review as
best available evidence and additionally investigated the primary
articles published in Korean. Finally, we adopted the conclusion of
AETMIS(Agence d'evaluation des technolgoies et des modes
d'intervention en sante) Health echnology Assessment report as the
best available evidence haemodialysis membrane, the findings of
studies published in Korean were consistent with the results of
AETMIS H. Our review as a comprehensive review using existing
systematic reviews in methodology. Out of eighty six systematic
reviews searched from Ovidmedline, Embase, Cochrane library, CRD
database, primary articles published since 2007, and 114 Korean
primary researches searched from Koreamed and Kmbase, we
selected one report that addressed the safety of reprocessed
single-use medical devices, three reports that deals with safety and
efficacy, and five Korean researches for the evaluation.

Two reviewers independently applied the selection criteria and the
quality of the selected studies was evaluated independently by two

reviewers using AMSTRAR tool and modified NHMRC assessment tool.
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Third, review on FDA’s point of view on current safety and efficacy
as well as related GAO report has been performed to confirm the
safety and efficacy of reusing single use devices.

Fourth, interviews have been performed to confirm whether or not
current Korean medical centers are able to perform sterilization

processes that abide to strict FDA regulations.

Finally, reviews on medical technology evaluation reports as well as
other reports that deal with social and ethical issues regarding the

reuse of single use devices have been performed.

3. International Status

There are various views from different countries regarding the reuse
of single use devices. Each country’s policies are different based on
each nation’s medical system as well as their views on the safety of
reusing single use devices. However, even though the policies may
differ, they all agree on the basic principle that the patient’s safety
comes first before any other values. The national policies regarding

the reuse of single use devices may be grouped to four large
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categories. The first category is the countries that allow the reuse of
single use devices under strict sterilization regulations. The second
category is the countries that bans or not recommends the reuse of
there are some

single use devices for safety purposes. Finally,

countries that do not have a legislation on the reuse of single use

=
o
=
o~
m

devices even though reuse of single use devices is prevalent in their

countries. (Table 1)

Table 1. Country Classification for Policies Regarding Reuse of Single use Devices

Yoo pospDg-a3Uudp

Banned

Not recommended

Accepted under high
quality standards

No legislation but
performed

France
(Recommendation),
Spain, Austria,
Portugal, Canada

UK, Hungary, Canada
(New Brunswick,
Ontario, British
Columbia), ltalia,

Switzerland

Germany, USA,
Australia, Denmark,
Sweden, Belgium,

Norway, Netherlands,
Canada (Quebec)

Singapore, Japan,
Taiwan, Greece, New
Zealand, Poland,
Finland

) 2402

(Manitoba and
Northwest State)

Countries that ban the reuse of single use devices are France,
Spain and Austria. In the case of France, there is no ban against the
reuse of single use devices. However, government's strong
recommendations against the use of single use devices prevent
French medical centers from reusing single use devices. Similar to
France, UK also strongly recommends medical centers not to reuse
single use devices after the preliminary use. It is the UK
government’s view that there is lack of systemic review on the safety
and efficacy of reusing single use devices after the preliminary use.
Therefore, the government feels that patients are exposed to
unnecessary risks when the medical centers reuse single use devices.
In the case of Canada, different province have different views on this
matter. Countries like Singapore, Japan and Taiwan do not have a
formal opinion that has been imposed on the national medical society

to regulate the reuse of single use devices.
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Countries that have decided that the reuse of single use devices is
safe as long as a strict quality control system is imposed upon the
medical society allows by law to reuse single use devices. USA,
Germany and Australia are the examples. Germany allows the reuse
of single use devices as long as the medical centers go through the
authorized standard procedure. Germany has imposed the Robert
Koch Institute Recommendations regarding the sterilization process of
used single use devices to control their medical society. Also,
Australia allows the reuse of single use devices as long as the
medical centers abide to their TGA guidelines.

In United States, since the introduction of Medical Device User Fee
and Modernization Act(MDUFMA) in 2002, it has been tweaked until
2006. This regulation forces sterilization companies to register as
medical device sterilization companies in USFDA and submit the list of
medical devices that they wish to handle. Also, the sterilization
company must be able to report adverse effects from reusing single
use devices, follow up on sanitized medical devices, control quality
based on cGMP and perform labeling as well as validation in order to
be approved as a medical device sterilization company. Only the
single use devices that have been notified for its reuse before being
launched in the market (510k) are allowed to be reused for medical

purposes as well.

4. Basis for the Safety and Efficacy of Reusing Single use Devices

4.1 Evaluating Medical Technology

Conclusion regarding the clinical efficacy of reusing single use
devices has been drawn up from NZHTA(New Zealand Health
Technology Assessment) report published in 2004 and
CADTH(Canadian Agency for Drugs and Technologies in Health)
published in 2008 in combination with health technology assessment

report from AETMIS(Agence d'evaluation des technolgoies et des

_Vi_
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modes d'intervention en sante) published in 2009.

Additionally, we selected five Korean researches on the reuse of
hemodialysis membrane(dialyzer) and the disposable blade in
automated microkeratome. The results of the safety and efficacy of
reprocessed hemodialysis membrane consisted with previous AETMIS
report. In primary studies published since 2007, ultrasound
catheter, Arthroscope shaver blade/abrader, and nasopharyngoscope
sheaths were examined to identify the safety after reprocessing.

Based on 2009 AETMIS conclusions, we evaluated 19 single-use
medical devices (15 critical medical devices and 4 semi-critical
medical devices) and categorized them into the following groups to
provide the evidence for their safety and efficacy after reprocessing

of its single use.
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Table 2. Evidence for Reuse of Single use medical Devices

Medical Devices Evidence

W

PTCA catheter

Balloon catheter

m Electrophysiology catheter for diagnostic purposes

Central vein catheter

5 aDni
JUBPIN

=

Disposable angioscopy

pasng-

Argon beam coagulation detector

1

OOl Oo|Oo|m| O

Perfusion cannula

Disposable plastic trocar / disposable laparoscope
devices

w

critical

o
2
A
a
]

Dialyzer

Sphincterotome

Phacoemulsification needle tip

Forceps for biopsy

2 ! Disposable blade for micro-cornea incision

Ultrasound catheter (AcuNav- catheter)

Arthroscope shaver blade/abrader

Components of orthopedic external fixator

Breathing circuit filter

semi-critical
Artificial airway/ Bronchoscope stopcocks

OO0 OO0 O| | >

nasopharyngoscope sheaths

A : there is sufficient evidence to conclude that it is safe and
effective to reuse single-use medical devices

B : There is sufficient laboratory evidence that support the safety of
reusing these single use devices. However, it needs well
designed clinical trial in human.

C : In small number of scientific studies, they had low level of
evidence conducted in vitro nature of these studies.

D : All of studies conducted in vitro may not be safe after being

reprocessed.

— viii -
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Single-use medical devices must be recycled only if there is
sufficient amount of evidence that supports that reuse after
reprocessing does not increase the risk in any ways for the patients
as well as the hospital staffs compared to the use of multiple-use
medical devices.

There is a lack of data to evaluate the safety and efficacy of
reprocessing and reuse of devices labeled single-use enlisted in FDA.
Therefore, we need to perform the researches to demonstrate that
device integrity remains substantially equivalent to its predicate

device after a maximum number of times of reuse.

4.2 Summary on FDA and GAO Report

There are some perspectives that argue the reuse of single use
devices is safe because there are no reported serious complications
despite its prevalence around the globe. US Regulations and laws
regarding this matter have been strengthened in 2002 as well as FDA
regulations on monitoring and reporting the complications that may
have occurred from reusing single use devices. Even though the data
that has been collected through these regulations has its limitations,
FDA has concluded that there are no significant evidences that
support the increase of risk due to reuse of single use devices; thus
not cost-effective to perform detailed tests on this matter. In 2008,
Government Accountability Office (GAO) has noted that despite of
FDA’s efforts to collect data related to the safety of reusing single
use devices, there are insufficient amount of data and research that
allow FDA to conclude the reuse of single use devices are not as safe
and efficient as the initial use of single use devices. Also, they have
added that there are no questions aroused from FDA’s monitoring and

complication analysis methods.
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5. Case Study : Electrophysiology Catheter for Diagnostic purposes

Electrophysiology catheter is a single use device that costs 580,000
~ 1,800,000 Wons per piece and was billed for 7,759,290,000 —
23,859,290,000 Wons to the insurance in 2008. In this research, the
study on US sterilization processes for the reuse of Electrophysiology
catheter has been performed to evaluate whether or not it could be
applied to the Korean medical system. The sterilization processes has
been researched from USFDA and sterilization company’s websites
and are as shown in picture 3. In order to determine whether or not
this method could be applied to the Korean medical system, six
major Korean medical centers have been interviewed and four
medical centers have been visited to observe their sterilization
processes. From this research, it has been determined that it would
be difficult to implement US sterilization processes to the Korean
medical centers. Currently, the Korean medical centers are relying on
eye-inspections to determine the efficacy of sterilization process and
replied that it would be impossible to implement electrochemical tests
to determine the efficacy of their sterilization processes. The
comparison of US and Korean sterilization processes are as shown in

Figure 2 and 3.
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| Used departments Use of single use device
Use of single use device
| Sent to sterilization company |
Determine of it could be sanitized Receiving
. Sortin:
Cleaning e
Cleaning
Packaging Data Entry & Cycle marking
final washing and repacking in some hospitals Restoring
Testing
Confirm sterilization status Final Cleaning
Packaging
Release Sterilization
I Center supply center Final Inspection and Release
Figure 2. Korean Sterilization Process Figure 3. US Sterilization Process

When all of the single use devices are reused, it would be
impossible to estimate the economical benefits from it due to variable
factors that play its role such as: scope of market for reused single
use devices, lack of data on inefficacy of sterilization processes,
maximum number of use before the device looses its integrity, labor
cost and facility costs. Therefore, the reuse of Electrophysiology
catheter has been selected as a case study to estimate its economical
benefits. When the calculation assumes that the maximum reuse
frequency of Electrophysiology catheter is two to six times based on
international researches, Korean insurance should be able to save 2.4

~4.1 billion Wons from reusing Electrophysiology catheter.

6. Social, Ethical and Legal Considerations

The basic principles that deal with ethical issues are the principle of

beneficence, principle of non-maleficence, principle of respect for
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autonomy and the principle of justice. Additionally, contractarianism,
utilitarianism and land ethic perspective must be considered as well.

The principle of beneficence and non-maleficence deals with the
potential risk of patients due to the reuse of medical devices
designed for a single use only. Evidences for such perspectives may
be obtained from medical technology evaluation data and international
researches provided in articles 4.

From contractarianism’s point of view, the agreement to reuse
single use devices must be made by both parties thus requires
consent from the patient before its reuse. Normally, when there is a
risk of danger, it is normally accepted for the physicians to provide
the patients with necessary information. However, when there is no
evident risk for reusing the medical device, there is no need to
increase the patient’'s anxiety by providing unnecessary information
because the patient has granted the doctors with right to make
decisions based on the patient’'s best interests. However, some may
argue that the patients have the right to know whether or not the
medical devices are being reused or not. Countries like Sweden,
Belgium and Australia require patient consent before reusing sterilized
single use devices. However, there are no such regulations in place in
USA and Canada. In the case of United States, US FDA has
implemented strict regulations regarding the process of single use
devices before being reused. After the devices have been sterilized to
FDA standards, those devices may be sold in the market with FDA
approval. Since both new and sterilized single use devices have FDA’s
approval to be sold in the market, USFDA argues that there is no
need for patient’s consent in reusing sterilized single use devices. In
other words, as long as the doctors act on the patient’s best interest,
they are obligated to explain and receive consent for the medical
procedures but not obligated to inform and receive consents for the
medical devices used during the procedures.

The principle of justice deals with social regulations and
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management systems regarding the reuse of single use devices. In
other words, it deals with the existence of regulation for controlling
the sterilization processes, follow-up system for potential risks and
possible compensations in the case of accidents.

The utilitarianism perspective deals with the overall benefit made
from the decision of allowing the reuse of single use devices.
According to this perspective, there is a need to minimize individual
risks for reusing medical devices while considering the social benefits
that could be created from it. In other words, economical benefits as
well as the benefits from reducing medical garbage must be
considered along with social and environmental benefits to include the

land ethic perspectives.

7. Conclusion

This research has reviewed medical evidences of reusing single use
devices and different country’s policies regarding this matter as well
as social and ethical perspectives.

Medically, there are two contrasting perspectives. The first
perspective argues that there are not enough clinical evidences to
support that the reuse of single use devices are as safe as the initial
use of single use devices. The second perspective argues that there
are no concrete evidences to say that the reuse of single use devices
increase the risk for both patient and physicians despite the enforced
system that makes medical centers to report complications aroused
from reusing single use devices. From the former’'s perspective,
Dialyzer is the only single use device that may be reused based on
concrete evidences to support its safety and efficacy even after the
initial use. Also, it recommends the reuse of Electrophysiology
catheter, trocar, sphincterotome and orthopedic external fixator only
when there are extensive regulations on their sterilization processes

in place. The latter perspective, taken by USFDA and GAO, argues
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that after implementing an extensive system that both monitors the
reuse of single use devices and controls their complications, it can be
concluded that there are no evidences that support the increased risk
for patients due to reusing single use devices.

Therefore, this research concludes that there is an essential need to
consider the potential danger to patients, existence of follow up
system for reused single use devices and the scope of social benefits

before determining the national policy on reusing single use devices.
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SW, U 2T 7|719 MAIGY ULH QA W mIPdo| ATH FUH IHE A
SF7] ATt HIMYHZ J|E = HES
SIACH. ®ESIE HAIY FELEZ AU Y51 2000HT °o|Fo| £HH
HIAL Q2T IIHIME Mot AJXMUZ I U (relevance)ll Higt F2Iot
[oW, of FoM MEHE FH HAXN FTHILH AL F IO ETE A2 Y A
2158t 27 (best available evidence)E MEHOIUCt, FIFZ X|4fQ| A}
HE MHEH HAY FHIE ol ZTEH x| UXNALE HAIHLZ HMOSIRY. ¢
oW, YoM Ttxolz ETEH ARXST HAIHLZ HMOI0] TYUAZHOZN ®ESH: A
g3 oz 7|71of ot QWY W TIPS OE FeS FTULESA

ol g 227|719 HAHGL UG QAT AU mIPIOl I FUS HMOIT| YA,
ZIU  HlolH#o|AE IZOIHE, Y= MBZS I 57, 2 HIOIHHO|AE
Ovidmedline, Embase, Cochrane library, CRD databaseE ©|&43I%t. HM
ME2 20099 AETMISY HMMS EUZ oL, HMOjE ttxojz ‘U’ X

Atg, WM, WMPE, MBYD, T'E MEOP| XYool ALgOIYL, PO

o

I ot

‘Disposable Equipment’ ‘single-use’ ‘disposable’® gg  ZAtoje}

‘Equipment Reuse’ ‘reprocess’ ‘reuse’® XARg Moo MeSHE°i¢}

keyword ZME oYoIUC. FIHOZ HAMEHIE FAHZ HMOPI| 92 MM

£ SIGN(Scottish Intercollegiate Guidelines Network)2 HH1RY filterg At

2otuct. ZME o HAHMIHIE FH 86T, 20079 o|¥of HWE o] UXAR
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O, XX 2 FL M 3% EASIq YAE OIFUH. =9 HAMHIHIE ZAH
A B AMSTAR(Assessment of Multiple Systematic Reviews) =38
O|§oIR2H U UxfAFLY HPII= 2[EC| EME LAAAS YO Hluw/dS HEI}
71 919, National Health and Medical Research Council (NHMRC,
2000)9 2HFZEZ %00 A%t 20099 AETMISY HYEII =& ©[83ruY.
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3E 2=7(7[2] ZHALSOH CHet Zeloie A

UG ORIl MMAC) ThY 2 BTt YL CIYOIH(AY 3.1). UG 9=
7219) YA MY MO BASHM WHAS Bgots TP UL U HHAS
Qafolo] YHE WHOR FXote 27t L WH ININE otyriaAn X

x| olg AIGLs LT YT Y UYG 92|79 WXL O|ROX|D YSoIE

S0t HAIX] TAE| HEFA| CiEE FAHQA WFS HAOIL UK ¥2 FEE U

[

Reprocessing SUD’s:
regulatediaccepted under high
quality standards

in assessment

not recommended but performed
without guality standards

no legislation but performed
without guality standards

IRiN gl

no data available

risgo

a7 3.1 LI 2=71719 2t 27| M= (GflA)

=771 MME SHW 2t 91 UFZ HE + UXU ol BT &UXto
HeUS BERHOF oChe WHZAUZ FUSICE. OfX[T UG o8T|7|9 XAt
F HAHAEQA Y EHIE Ee Mo HithiMe FUHEYU A Xto7r UG,
91¢ =7|719 x| it Frd A TGOl Tigt 2AHY THAHE QAU SUM
g2 %Al SHASILLOl mEp 2F Rt M X[o|E o[ojX|= Zo|Y. 2006 &H
UG o g7|7|9] MXYHY|(European Association for Medical Devices
Reprocessing)°llA ZHOt XtgE 2t 7159 LUYF AR|7|9 XXM it UX
O ot EF W2 ZIISCIM OFx Le§ RI|7| Ao it YEHII RESIC
(AE 3.1). =M 2 FoMe T2 IIES FULE UYE =7|7|9 XX
o %ol digt BHO = A AEE FOA9 M Xixof tfer ¢ghZ HHEIX}
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3.1 0%

3.1.1 ¥9§ AR7|7| MM HE

7 H=4EolH™

1998 ZAf| M2H 4 FQU UGG 28I|7| MAEE Q| 2u{2 FIIY AL
2 HOEUE, A FoRt gl HEXY 60% e W UG o= MAEGS

IR, 40%+= Open but unused? ESEE9 XArgS HUISIYULG(OR
manager, 1999). €& 9&I|7|9 MAIZL Fot= EXfQ AT, DX Yt
s4(informed consent), ¥XMZXt MG Tt FFT X TR et
o] 20| H|7|E|UCt. ©|2{tt HYFEE 3fold FDAE HUM HI3Xf X 2AUXIE E st
2|2 ESFY MAHES W BE BAXGSZ A ZHECIE MBSO A ZAE Al
o1t

20029 2% PSS HHOE FDA: HE2 AMYOIAL 1 Za HU 249%7F X
X" 2og =29 ¥ FR OFS ©l80tl UUCH IS HithIt UG HA
2|E Aol M3Xte MAEHXIE ol §dt= A2 UEGT 2002'd 7P YRXOo=z X
HMEses UG o=r27|Y o MEE M ot= H &2 ofgjel T ZEALY
CH(FDA, 2002).

- Sequential compression device(SCD) sleeves(®dX| He2| 15.8%)
Drill bits, saws, blades, burrs(ZX| H&2 7.3%)
Biopsy forceps, snares(™A| ¥el2 6.2%)

Ir
off
rie
10

Endoscopic/laparoscopic scissors, graspers, dissectors, or clamps
(AH B9 6.1%)

Electrophysiology(EP) diagnostic catheters(®A| ¥¥2 3.9%)

Unites States Government Accountability Office(GAO)E 2000d 6%

“Single Use Medical Devices: Little Available Evidence of Harm from
Reuse, but Oversight Warranted" 21ME 8 O BilME= HES MA ZHAf
AP ES AHUGH, U UG FI|I|7} TS| MALD §E HXSAHIM X
AHgE 5+ Ube Y¥E 2HE HTIIAH(GAO, 2000).
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L}) MDUFMA (Medical Device User Fee and Modernization
Act)

20009 23 FDAE “Reprocessing and Reuse of Single-use Devices:
Review Prioritization Scheme"?| %Qto| WHE| D FDAE XjAHESH U9§ og
21707t gXpSOAl ojE = UAs HED 71719 58S %O UG =TI A
ARGOIM MIEHQ QFXAS AUQUSHT| off HFE HIASIAL(FDAa, 2000). 2000
" 8% 14¥Y “Enforcement Priorities for Single-Use Devices Reprocessed
by Third Parties and Hospitals"?| X|&Z& LHESIRUL(FDAb, 2000). ©| X
M FDAE Registration and Listing, Medical Device Reporting, Medical
Device Tracking, Medical Device Corrections and Removals, Quality
System Regulation, Labeling, Premarket Requirements® e #3otn
O. o X|H2 F9MM FDAE ¥4& 2=71719 XXz R XArgo| At uapHo|2}
T WS YAUSIHM U9 AFS HIIULGE Z2HQA FHOE UYG FIIH =7
o XA UTH Olof UiTH YHZ MEASIUC. FDAL X|™Z OEMs, HMI3X X
BAUXL, U LG 2ART|7|9 Xix2{t HHE HHUZ AP Ao I|EQ K|
o FYUSH| HMgEL. UG o=I|7|9 XM= FDAZRRHY $US USs= Aol
QIECHE, ZF 717]19] §2 23X, 510(k) £2 PMA(Premarket approval)9
"), U9 2z7|7|19 Ao et FDAY MERXQ Q@JAXAL IJ|EQ Class I,
Class II, Class I #% ofyz2}

- Spaulding Definition®]| 2|3t U8 °|g7|7|9] &7

@ critical XMX2H UG : UUEXO=z AGStEe F
body spaces® &%= A

@ semi-critical X2 Yo : UYWHOZ sterile areaE FUIX|E LX[TU
intact mucous membranes®| E&ots 2

@ noncritical MAH UYE : intact skinZ FTUSX|E= UX|T topicaldt

contactE %= A

ot sterile tissue, ¥2

- FDAY Risk Prioritization Scheme
1= Risk Prioritization Scheme(RPS)°l T2 %2 ¥
2= RPSY| E F HH

I00Y3|DaH paspg-23uaping |puoiIDN
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fouaby Guip
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- Ceutzfeldt-Jakob Disease(CJD) H¥&x
CID HgZ ¥UO3|z 2 ZYEE Yol =2 ZXN FHEo:= 71+

20029 10¥ FDAY Medical Device User Fee and Modernization
Act(MDUFMA)E Yoz FEEUY. MDUFMASIOIN U329l XjAEZ A3 ¢
of RRY FIMHQA Q3XAUo| HMLUEH, FDAZ %3 A= Premarket
notification(510(k))Z2£E A H criticalZt semicritical?l X*2| U o9&
P1E HEILEE 27019 MEL HUFY S 2PASIUCt. EQ Class 12 112] APHXL
BHE HHFIOIE HMAY FLoles AHXEHIES OO st F=2 HUFIARH.
FAUEHGE Class 11171717 ot AMOZE MMAE £ U= U GishM
AT ™ Xtg §ES 279G

20039 FDAE “S7% 8%+ FE o FFSO ¥l 27| F5¢ 252 &
ot USS HFOI| AMM” FeE 510(k)E HMESIOF st MM WY 2171 282
Federal RegisterolX ZEIAULE. 510(k)T7IE 22| H8iM ol 2|52 “XXNT
Al QPG Mo 2 ARYW £ Ue Y YU+E FPY + U= Validation data”
2 ZYSIAq HIFot=g SIAH(FDA. 2003).

I2fM MDUFMASIIM 22 2|27]719] MM UKtz orfeo] W& HIEsHoF ¢
o.

- S APEOIM AHEET oo 510(k)E ®2 X A=71719 FIHYU Xt2E HH

OF AEOM HAE XLt A HM=SHoF ¢

IHEQ AFEY HE2 MEE 510(k) HES THOF Tt
M UFSXEE LG 2A=21717t MH=E = Us HUHSUZ S XA o
o YOG =717t ¥ 2=Y)7|et FUSHE AS HOFE 248 A=, MIN
o 4IXEE EYTIC

E3t FDAE 510k(k) Y€ FUH critical?t XX FH|Q o282 UY Aol
of WHEMG.

20044, FDAE semi-critical X2 2|&27]712] 510(k) 2 ¥ AW Ho|
3 YSHMCH(FDA. 2004).

200549 9¥, FDAE F7I UFXI=II TR X2 UZX[RI|2|9 Z£2 FII0

1Y &7

rir
rir
HI

o

ek
Mo

x
T

\J



3E 2=7(7[2] ZHALSOH CHet Zeloie A

[om, O AEHUAGBIOKk)ONM  AUE  "USY, ®H=  510(k)et
Validation data?l ®% Ha3t 2JAEe 510(k)Ee $UEHU2Y Validation ¥3°l
Last YAEE B2 HHSIU(Federal Register, 2005).

ol et FIMHQ RAMIE 20059 MDUFMAZE £%E Medical Device
User Fee Stabilization Act(MDUFSA)| 28 S£oE|ACt. 2006d 8¥ 1YULH
SE MM LZof oM MMUX= 2z2)7] B2 F&420 Hiet 032 "y
O{X{of otLt.

H 3.1 Y3 ol=7(7| xixf2| 7 Zdat Fa|
_ _ Action Needed by Reprocessors of Single-Use
Requirement Al )
Devices under MDUFMA

Guidance: Guidance Issued: | AUME ®I8t FDA guidance?| &5 Ao Mx2|ECtT A
Enforcement 20004 8& 14 Tl L3I oZ7|7] 2EE 7IXE A3 o=7|7|9 HH=EXN
Priorities AlE0l gt mi2CilsS ofEsto xiX2|st Y38 2l=7(7(2]

Guidance for QE7(7| S0 WME AR d 2FXIE ME7|IGHE 43
SUDs Class (20013 8& 142), Class 1120023 2€ 149),
Reprocessed by Class 1(20025 88l 142). FDAS| RPSZI &AIgio] AR
Third Parties A2 ME0| MU Class 12} IZ2S M2 A0
and Hospitals AE MEY eIt 9l FDAE JHEXRl ARl 2/HsH X

2IAl AEXIZAEO| BAEl= =01 sl MEEE A=

OF_).\_OI‘

Medical Device Signed into law: MDUFMAZt o2 MEE. 0| MBI XHXzI7|7]0 CH

User Fee 2002 10€ 262 | St MER XIE NEQVE HAIEL MEL ffHiZlg o|R235)st
Modernation Class Izt 12| AFMXIZXE THASF0l2t: MA2E R0
Act(MDUFMA) = AMNXEMESZ SHoF sl E32 MEE FUEOE

Class 7|77t st g0tdo 2 XX Z|E & U= Zl
20l THoiA AR Xtz ME2 27

o

Federal Register | 20031 4% 30 | 510(k) &3 FDA= Z5tE 510(k) MEQH “EXN ARSI
Notice S0z o] E=50| &2l 7171t SS8t 252 FXlet JUS
[Nocket No. 2 BE35P| fsiMol HEH= M2 Y 717 BE8
03N-0161] Federal Registerold ZHE& 510(k)51712 27| fIshA OIS
7|17E9| MERTS “MA2IA| QHHElT SUNoz AEE 4

U=zt sI+E SHE £ U= Validation data's =&t
ofF &

2003 4 30U(Z=0IM SHE IR0l AlE 5718 Y=
MMA2|EAE ZstE 510(k)E 20049 2& 0L QM) 7HR| XY
HMiEsHor & ZatEl 510(k)27AER2 20033 48 26Y Ol
HMEE 510(k)ol SA| =EH

TR0 CHEH HE: FDA= AJEE TX|oA HHEE criticaldZ
= A=20|| Cisto] validation dataE LTFSI¥S. KXZ|IGXE

ol
=
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Requirement

Action Needed by Reprocessors of Single-Use
Devices under MDUFMA

2004 7€ 307X MEO| Mot R&ESH X2

= z|tiEl+E ZYsk= validation XI2E =Erst Zst

I 510(k)2 HIZaHoF & RPSOll 2lshA melEolztn 2FE
|..

|EI

;O

non-electric biopsy forceps2 ZZ0| 22UKX| o4

dlo ;9 M4 rr

Federal Register
Notice
[Nocket No.
03N-0161]

2003 638 26

FDA= non-electric biopsy forceps(21 CFR 876.1075,
Gastroenterology-urology biopsy instrumento|] Z%)&
critical MEL| FSELE FIIUS. M2tA 7|& AFEHXIE A
£ SHAIM M=z MDUFMASGER E£ZF=0 510(k)MIE0|
Aol =

DEADLINE: 3| biopsy forceps2 200413 98 27LU7IX|
510(k)E HEst7 Lt T ol siE 717|1E HOistX| RA=ZE &

2003 73 8

AtAx|of CHgt guidance =9k
validation data in premarket notification submissions
510(k)s for reprocessed SUDs

2003 102 6

HrRtel A & OMBE FDAQ #£XE=E  MedWatch

Form(MDR reporting)2 &¢lgl. FDAE AN HFESHE

ANAHIOZ HEIEH= 2005 38 31U7IX| 0Tl AAIS A
& Aot A2 olEE

Deadline
20034 4&
30YEE Federal
Register Notice

2004 138 30

List ll(supplemental validation submission(SVS))ez2 £&
= U3l X|ZXH=Z0i| tisH ol|O| clearance letter2 71% |
ZAFE 20043 1€ 3027IX| sHE 7170l CHSE YLISXIRE K|
EoloF st7{Lt Cf ol&t o] MZofl chsl oHIEE Xi&e =~ o

Federal Register
Notice
[Nocket No.
2004N-0154]

2004 438 13

FDAE= semicritical reprocessed SUDso| S22
= 0| B89 2=877|l= AFZAL HERRH o2
I MDUFMAO| ct2t 510(k)E HMiEshot &t

DEADLINE: ofll=gfo| =& 7|71 ==2| RMX2IYX=
2005 7€ 137Xl of Z[7]ol cHst 501(k)E MEstHLE o

ol sid =52 e +~ 8=

LHSIA
= S=&

20044 68 1

FDAE YAMISZS 28t guidanceE 2k valuation data
in  premarket notificaton submission 510(k) for

reprocessed SUDs(2003 78 82| guidanceE CHAIE)

Deadline
2003 42
30YEH Federal
Register Notice

2004 7& 30

olelzgto] S=& List o LHEE L=2E =779 M=Y
k= 20044 7 30U7tK| 501(k)E MEstALE o ol4 s

=== HE =+ 8lE

Deadline
2003 62
26UEE Federal
Register Notice

2004 9E 27

23|12 biopsy forceps= 2004E 9gl 2727X| & 7|7|=0]
CHet 510(k)E XIEsHofst7 Lt & o|4 mfE &~ AUS
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Requirement

Al

Action Needed by Reprocessors of Single-Use
Devices under MDUFMA

FDA Deadline
FDAZ} 20034
48 30Y7HK| EF
7171 =<

SVSsE 278t

20043 118 1

Deadline
20044 48 13
Federal Register

Notice

2005 73 13

oflel=&to] ZS=E 7[7|19] E=29| AMXzZ|PXA= 2005E 7
13U77LX| O] Z|710ll chHgt 501(k)E HMIEstHLE o Ol sHE

=== UilE =+ S

Federal Register
Notice
[Docket

No.2003N-0161]

2005 93 29

FDAE= noncompression heart stabilizerZ} critical liste]
EECE FIIEUZ. MM 7IE AMTNXIE HE o= 3=
|7 MDUFMASIZ EFE|0] 510(k)7+ 20| E. FDAE £
ot laparoscopicz} endoscopic electrosurgical
accessoriesE AMRZADL RSt x| L3|E=7(7(2
ZE0| FItel¥eH ol E2&Ql USKIE MEO| ERE
DEADLINES: o|o] 510(k) clearanceE 7iX|Z U=
laparoscopicdt endoscopic electrosurgical accessories
o XAM2Z|HUXEES 2006'H 63 20UMK| HAXQl USK=EE
HMIEsHol2t st L TOiE HEo = FEHsto{of &
noncompression heart stabilizers?| XXZ|GXH= 0] 7|7|
ol CHet 510(k)E 2006'A 128 29U7IX| MEsHHL HEe=Z

TOHE STEoHor 8

Deadline
2005 9& 29
Federal Register

Notice

2006 63 29

laparoscopicdt endoscopic electrosurgical accessories
ol chgt 510(k) clearanceZ 7%l X 2|IGXEE 2006 6
2 2027tK| HiERl EAIRE HiBsHoF St wElom

TOHE STEoHor 8

Deadline
2005 98 29
Federal Register

Notice

2006 12& 29

noncompression heart stabilizer XX2|YXH= 0] 7|70
CHEE 510(k)E 2006 128 292UtX| HMIEsHoF Sttt HEo
2 THiE STHsHoF &

* Q3| o|27|7|9 RAIR Hz|dulot HATE T1A(0]29]A, 2004)2F Reprocessed Single-Use Device
Timeline(http://www.fda.gov.cdrh/reprocessing/timeline.ntml)& &1t x{72A4&t

3.1.2 s

oj2o Yolg O|BI|I| WMo MUY WS Tefotd| Y8 FDAD X AMDR?)

1) Xiaogiu Tang, Consumer Safety Officer, Division of Small Manufacturers, International and
Consumer Assistance Office of Communication, Education, and Radiation Programs Center
for Devices and Radiological Health U.S. Food and Drug Administration

fMuaby BuIIDIOGD]|0) IDIYFDIH PIsDG-2IUIPINT JDUOCIIDN
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(Association of Medical Device Reprocessors) AH|X[ete| AMAlughe of¢
O, FDA, AMDR, MXZUN(ASCENT)Y HACIEE T ZAPRIRY. E3
GAO(Government Accountability Office)?| B1ME FXSIUY(GAO, 2008).

FDA X|IHZ ¥og 2g7|7|9 A= HHE HHS X257 Ao H3Xt H{*{=
Mot U FUSH HEEHD UY. VX FDAE HHUONM LG ozI7|E H
XS ot B9 BWHL | MULNY X HNIZE AFotd U,

FDAIM= MUY HAEES HHOIE =S HIO|HHIO|AZE F X551
Ct. 20079 7o ZAME GAOELMO 25tH 1171 HYHPI Ue NCE YELHL
on, 20099 7¥ H[o|EHo]A%A Preprocessor of Single Use DevicesE ot
€ A2E FEHO U&s YHIE 617H°1H.

FDA%IM 20059 9% X2, LHI "List of Single-Use Devices Known To
Be Reprocessed or Considered for Reprocessing“®lX XX 2|0 ArgE|=
HoE FHEHAY MMIYEHD Ue HS L 229FFE UEUD UASL}, o= HIjol M
QI 2] 85 FFE YUBXe ¥E=H. AMDROIM 2008W 19 X3t Hiof| 2
OfH 67F 72 MX21718 U0l UH.3)

20089 199 WIE  GAOQ “Reprocessed single-use medical

-

$8

g8

devices-FDA Oversight has increase, and available information does
not indicate that use presents an elevated health risk" H1ME MT{HH
200739 7¥ 100F/Y O A=I|717t MMIE = NCER FHOIU UAH(GAO.
2008). 134 1 XXM ol oM = GHCIM AAEY CIRE FHE HAHL U
FDAAME 1 2 TofopX| Zotd UOM HAUo| Tk XXDpX| EetotttH 1 fd
7t e 2 Aol MAET. FDAE 2003d 10UREH 20069 7ENX|Q XX H
U2 oeMgt AYH 6529 FAZHIE MHE Ay, XX{LX] 2 27|79
ARGt x| e U9l ogY|7|9] ApgolM AUH BEHEZ [AOITD HUY. Eot
200549 FDA%IA Tieger  ZAON Medical Product  Safety
Network(MedSun)?| #H¥ HEXSZ MM2E UG 2|7 ArgoM MEEE
LHENHOD off L XjX=|E ug &7|7| ArgoM AF, ZI5°1dE AWHHY H1

OIX| QAT GAOE UMIXIQ XGE2E MME A=I|7[Y ArEY AWgS BEU

2)

3)

Daniel J. Vukelich, Esg*, President, Association of Medical Device Reprocessors *
Licensed to practice law in FL and DC
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfmE 53l ZAlg 4= UCLo|

22RIZIAENME O Ol HAo=z JHal=X| 2= 2&7|7], complete listt supplemental
validation submission (SVS) AIRE RFsot= BE Q27|17 SEZ &Rle & ULk
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o
(|

22| SFEOHXIT A= E ULZ ARI|II7} UY AYES =OIX Y=t ZE2Y
UL

Opened but unused 2&7|7|2] FL 0[N AHM 10X 3 Yoz HIX|:
e, OfX|QF MAIY = open and unused® EFEI| IO 510k UA2 of
LX|QF, quality system regulation, =g, % ¥ HH, 258 H1 § MYHIYA
Hol 275 E MEgodle HTEHAH EY.

AMDRO| T2W xix2je] 10% 0O|UZ opened but unused?t XX|std Atfn
olt{, opened but unused? FLole MEYY MBS AWYord Ayt o
opened but unused? XH|9 HLoEs 510(K) AILMUIX| Afgo| ofYyI| mjFoj
ASCENTAOIME opened but unused®| 2HAM = MAE 510(k) AHUIX|E WX|
¥2 2RI17I: MM{std AYCH, 1 listE FMot) UH(FE 3).

1) M&En%

1) 2ug A=I|7I9 My A

o|27|7|§ MMAGINXL ot XA YKL= WY MRS FH[OS WEA| FDAYY
SE2 Oiof ofnj ©O| W XpAo| KXAS[RXL of 9JRI|I| 2L XFGHOF Ut MF
It HEEY YW QA oM FIAIIE Xo| Uigt FDAY MALE HH ¥ $Eo| =
Gt 52 O|YOIE FDAY UFS W XF MNAYXE AP Ho 2A F5 o
WO MALE SO WHF U CFeOl QA2 WEAIS FQ YHAAXZA

EX|¥(registration apply)°l 7153l

2) Registration and Listing (Section 510 of the Act; 21 CFR Part
807); FDA-2891, FDA-2892
UL GARI|I|E MMt MY 23X R 2FXHe FDAC AEZ TE01 X
SO MMt Yz ZE2 HEMOF U HILZ2 FTEI= B¢ FDA-2891 YA
O|&3loF oI XX2otz RE UG 2=r7|7I= FDA-2892 FAo| Tier HE|0{0F
eHot.

3) Medical Device Reporting (Sections 519(a)(b) and (c) of the Act;
21 CFR Part 803)

HHSE ot FUSZ LYg 9=z7|17] HE=X @WHEAQA(21 CFR 803

Subpart E)3} ¥ A€gg zXgo it AFEXr AlE HA HEQA(21 CFR 803

1ION

m
1]
]
)
o
Q
m
-
n
m
\
)
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KatiaBvs
NUoDY

Y A X=Xz HALE E=lol| et S

subparts A and C)& Z#3%HoF ¥ct. EoF Uv| G o8O T2 HXIEE FDAY
"Guidance on adverse event reporting for hospitals that reprocess
devices intended by the original equipment manufacturer for single
use"E HZXOIq KO0 Ty, T oJgT|T|of UTH Y2TH UKt 24, oS,
Argol WAoIH ogT| R HIZA 25 Medical Device Reporting(MDR)2| 2|%
N HN @3XA9 URZ FDAY| MedWatch Reporting Form 3500AZ ©|£0t
o HBfofof ottt 2003'd MDUFMASl 832 MXH °jg2|7|7f ETUH FXZQl
X9 ARE HIAS=E MedWatch formE HFIA. HMY HiMoz XiX2|E AU
o3 2&I|719 ‘HFel HI3Xt XM YXe] HTE ZUSEE SIAY. HEXe=
Medwatch 3500A form&% ofYzt FDA form 341713 Supplemental MDR
ReportE HI18{opstey

4) Medical Device Tracking (Section 519(e) of the Act; 21 CFR Part
821)

=717l FHY EXHZ EF ARI7IY UM fHoIY FUIr TAY W XZAT}

1717 oA HUHLE WSO XISt U=X| YoF FHO| It 37| HEolH.

o =3
FDAZL XiAgute £ 219101 tieh +=78°l4 F1E LEIX| F=HH HMGX=

arof
FM AXE MgWX| ¢EY. “Guidance on Medical Device Tracking"& XMug
= AH.

5) Medical Device Corrections and Removals (Section 519(f) of the
Act; 21 CFR Part 806)

BE RI|7| HMUXE M AR Yol MEHLE EF UYZARI|I|Y F R H|

Holl TishM FDACH HiIsHoF $tct. E9F 2 HiXALE BE 2% E M "ig JI1ES

QXIS Pt

6) Quality System Regulation (Section 520(f) of the Act; 21 CFR
Part 820)
cGMP(Current Good Manufacturing Practice) 22 Arg4fHar A|Mde |
Ofd W& ANFO| 4Xpl, M=, BN, ST, MEF, X A Mu|AO| Gis) FHIOH=
SR A oIS, BE MHMAUM= HMHFCl 21 CFR Part 820°M %
Ot UE cGMPOl 23 QSR2 TEW UZS HFOHOF Tt QSROIM= B0l isH
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ME %ot FDAE Y88 2=71719] B3 MMt QSR HEUSHA O|FXLE
QN P B YAOl o Ao HBEHT. °] I[RIr Ol HU=X &0 oty
g XX F H IITY = USX L FAsIH. TF X[ G| o|RO{X|=X|,
2 MHIE|D UAsX, BI HFUC| AGEHeXO| 2 BI XMH2Q g woy
= UAY. 21 CFR 820.75° 2o ZZh Ha Ao Tao| Z O|FOX|=X[o Tt
EIFEE UFCHORICH. T MX2e MHQ HARE UUXoz MU £ UXF
10-69] ¥3J M2 T(sterility assurance level, SAL)S ZAliof 3ict, o

At BEY T HAIF XA ZAHO|HAM QPHMSITI JpPOtH QE|B, XX
T SALO| AlHE|O] OAYSOIMOZ APHE|SX| SHOISHOf SHC}. Wel XA UK 1 =
= Yol XX E UG 27|79 I BEGO| AHUHE 2HIT UCIOF vt

B¢ SoPdoll s &ud] ot M7t UCoF k. E O BHAA Biological
indicators(BIs)E AM&ot Bl XXt ApgEo] HISHQ o TS LusHoF
¢Ct. FDAJL Bls A32 BoMl HASHX|Q, B/ ALt MXN2 FHZI HAHSICHH
BIs7t EROHX| %2 == UY. O FL9E consensus standards®l 23 Xix=
HAL AEofoF 3tch. B i3t QAR = “Guideline on General Principles
of Process Validation"°|4 "Quality System Regulation”, "Process
Validation Guidance for Medical Device Manufacturers"g& #1% £ U},

2 A7 ¥ FH consensus standardse EE, MY FH X I Y =
U ol s ds3ct. FDAE B2 °ld Standard?l A9 T AJ%do st Xj
HZ HFAUYD QAMBID Ut |2t Standardol WEX| ¥=H1 =, FDAE It
MO E Standardd Z2 +Z°IM MAME Hol2f J|Hiett. FDAE 2=NIE E
=0 {8 AU AEE
b ULl G ARI|IPIE MMYUY U FDAE A ACHOEEO| HEUB{OF 3t
2ot aerd 23I UCOF HE UOIOF UTH,

(o]

consensus standards program®2 $ti M5t

L ¢
ng
N
ic]
o
=
=
K
o?

7) Labeling (Section 502 of the Act; 21 CFR Part 801)

FDAE HIZAL OIF % X EFer ARG XIHO| GisfM LUHHQl =pHdsy QS It
A9 Labeling Regulatory Requirements for Medical Devicesg& 1Y
ACH. MM = UYG ARI7I= YEA orfQ AfYS ZEOFOF FHCt.

- MU, EFAUXL, WX 4¥S), F46)

S

4) http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm
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Axusby Guljpioqpjjor) 24DdY3jPaH

Y A X=Xz HALE E=lol| et S

- 9@7|7|9) Yy

- L".Q.%O %r
- Ag2 gt MW XA T XML MAS FYoY Wg

2 EE AFIX| Qorof %
- 2ol HIFEIOOF B FEIF MHOPY| Lo HoIof @
- ¥OIZ HF(Puerto Rico, £2 o7t ot ofd 02 X%, 0]F YR Y
e F9E M)
20064 SYURE BE MAAY YsiGo| UoH HHAYXE YBI|I| T2 HAZ0|
R EERTHETE LR

8) Premarket Requirements (Sections 513 and 515 of the Act; 21
CFR Parts 807and 814)

HH= AN HAM=or 01X} Stz Ueg 2=7|7]9 Oiste] AMH HE MHXEE
gopstl O ool FDAQ 97t& ¥Oo{oF Tt AWM BIto= 271X BEIT U
Cf. AHEIAX|(510(k))et ATH B3I (PMA)?E Ao UG og7|2|o =t of
2. 510(k) MEMRAe MHEHFCl AMTE SAHEAIEHEA TAE 2og A=
71712t STt AEEHS AL Us HF)Ol HMHLE FFOM ATt JAIXE
oog = Aes TEU BEES EUStL AOOF ¢ttt 510(k)°ll HithiMe ZHOIX[®E
ol oM TR ArY A MFO Hish XMl BP0 UG

AE™ SR (PMA)E MM € 2gT|7|9 A[Y R Ru¥S UFoIe H
G e 2HE G4 %

[o Jy e M
te % O ol PMA AHO| FQUE|I| OfHo| HEAIMe| f

F-I)I

o]

rir

5) Y3 Q=7|71E MMXElste AfEELl HEE 2tHof| MSsHofF Sttt s 2IZ27(7|7F HROIAM XA
2|2 49 Hael HA, AT HI|=|o{of Sict
6) SEE FAX|7} Ofl CHE XOA MA2|, X&), UE5S o
7) Ldiolo| oRXRE QXIS SR 0|8e =~ IS H
7§82 LHRISE SIHE AtE0| 7ISSH=E St= X ES
CFR 801.109). aIX[2+ &2t7|7|(prescription device)2l %5‘—?—'.: oz QI
B2 AIRHE0| QoA AMEE + UEE 2itls AYstH E
Section 21 CFR 801.109(b)= prescription deviceQ| 2o “ZAm: HEHH2 0| 7|72 EfRI(0]. 2|
Aholl ofsh EoliElE W2 2XIE, AHSEHE =Elslior &

H A9 !IXIE H7(sHoF 3._H1h
[&2 2oje(21 CFR 801.5). &t 7|
o] 10IlM H2lE (21

M 0 ZoE o= ol

8)
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/P
remarketSubmissions/
PremarketNotification510k/default.ntm
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2ol PMA AAME EUMQ HX Y2 EYo D EYOH HE HAo| gt &
SE EOIOI0f GTE XPHSH FHE  FDA ZHOIXOOIM MTE & YTk E3 FDA
of tlo|EjIo|AE S 510(K)10), PMALD 9|27|7|E ZMslE 4 QUCt.

9) Validation®l| &%t 377

20034 4¥ FDAE “S% AM8¥sx Tk o F=S° ¥ 71712t 5% &
XD ASZ EFO7| AMA” FEHE 510(k)E MESIOF 3t MXF WA 717]
£2 Federal RegisterdX| FEUY. 510(k)37IE W Y3HM °IE ?ZI+S
“TXEA] QPHStD MO ArGE & Us HY WULE FYY + U= Validation
data"& ZEOIY H|FOt-& OtUCt.

HX2e Ulg g7|7|12f oo 5o, WIHE UNEX| Uv|GoTT|7| HAUMOE
FSotE AZ EFOI| Y, 510(k)°l Validation B2t X828 REEA[FHOF JtL}
FDAE Validation dataE XX ZExfofl gt TUEHQl HH, MX, IZIY
(packaging), ##(sterilization), 2l %2 Z¥%= FAY G2 dfMotTt,

IjAFEE SUDY validation2 design validationZt process validation?] ¥%2

or

flo Jio e

K

T U9, design validation2 product® design® process® design 2
g drgefofar 3ttt XMAESE Design validation2 2&7|7|19] FE3F functional
performanceg 759 3iEH. design validation2 risk analysisg Z§jioF
¢toy. ESE original devices®llM component, material, specification®|*<|
OEM2| HotE HII%tl trackE fX[ots g2 E48E = AH. EY design
validationZ £% 2221717t R &9 MHRY S * = UASXE XHAISHA 21XH8HOF

orct,

10) MM Tl oot R Yo
O|27|7|9] AFSAITOIM MM Y o WAMK| MM Yo MHE o] 2

ofof orct. MiUerEl 1 MA(KYFHE, EE E= 1) FDA YU &

of. JHRE MM, AS, B J5HY AYol MY DE WM FEo| Fuop

QIAIE|O{Of Bt}

9)
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/P
remarketSubmissions/
default.htm

10) http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm

11) http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
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B H =21z MAE o et AT

WHBLI|Z ot oI|7|f AT LS AJHOF O MMAS ORI IPI|E ol
B 719 MHMQ TXLRl MHME AJoOf DLk,

AUS BMZ YFOORITH YHE ML XBE MFOAF it : HEoIM QY
S oomeAd 3N, MM Myo| M| ArGXieH AXO| os) o|gE N, Xofel
AUEE FAMOLLH O|8H FH|, YUE A% SO/t HIMOZ design validation

.I_|U'|EJ|' ) XH:I|0|| d| s} I-Itl-bl' %% X| Hox1 2| E|o{of oL},
HED Bl MFML U WFW MYE BFO| HFEOIOf ULk,
validation AlE, Ztet CHE NEo|Me| M| Y TRESL Eefof Bt

11) MM

MAUXE validation HXIQIG apgeM el MA TEO| Higt 2oF YHE XHFoHoF o
Cr. O BHE ofet T2 EW2 HYY = AH. HZMM °l82 oty ER2 1SO
14937914 QAger EHFE TR Al 2 Ao,

ChH XNy £4

a2, WM, MM 22 2E ASE MEAPE BoI=ooF Bt

Z2F HIFOL Al HEEUEX MEAPE ofFAl FHIED AEED HYFEHAEX A
OF 2tef. ArE XM Of MMl CHEr 2ral ol et MFefTr XHYUsforstt.

SPfohE ZAM o WAL UEX HEOHOF oH. 5O S HUR UAF X
Mg &Forel MAMel QFHYl it 29 YHE HMFOF AH. °l= Material
Safety Data SheetsY =49 HAIM Hoj& 5 UH.

MIEAZT 2MYZ HOoF 31N, MIN FHd A B
Of 2ttf.

YHOILY Moy, ZH, XX, SN, TF MHMY Z2 HME HUO 9% FEL4 F
SO ich HEoHOF BTt FHA Eds HAY oH ALK £F I17[0 HithM MH
Mo anE HEOHOF Tt

AN AMEE AF MIHED AF AEY 20 HicH ZgoHor o,

2EE HFHS A% Het 2N A Y UBE, SOk, HEY, FLY, B

1z

HAE ZUS HEO

il
AI

ne

a
Mo Mmoo} i},

510(k) SN 717 FRO W YEHHE ZAWIM MB0| OB AgEUE
X| MYOrD SHLHY DHE BAOF oY,
(1) 3% X FY Sy

M BY D40 YEAO Uiey MFOOF UCH o] DA I YRE o, AY Y
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2

AT S WALH DAL, WHS SH LAG| Yot e, HRY AN S Yt
S MIA 7|7 S40) Tl BAFHOF gre,

(th HZ 3

MME HED IRl OB NS =
N, 927|N g0 S £ UL WS YL
qiKol o Yol SojoL QWY SIS MUY £ YLK BAPYO} UTh AE 5
of M|, WY, ;A 17| S DY FHY YOl WM FIMel T oMo
MYt 992 MY RS ¥ 4E Ut

@) 3% B

Igel SOl Yt Lo ;Y FY WSO R4 MBOOF YTt MUY HFH
X M YO AlHo| TR YEE EYUVHE MAFO| =ZE T2l Xog M
%o XZo| WSOl QYO TZ validation ROl U CHE 4 Ut TR}
™, H Y HF HEO| WIEOlof Yt

olg WILeL TN THOIZ UMY TSl MFOOLD TOUSHOF BTE F FOIZ AAT} A
FOHE|O{oF T},

HIME 21717F Heby J1E0 HYUR| LHof ek,

2t2te] MHASE I|7|Q WAS FYOUYH WS HAOHF Yt

W2 Y| UHBMY J|7|4a, NWFB J7| BHY MY AT WYL Lo
Of PTh EOF MW J|&H HAIY TS J|SHQ HATL UM oW
Tpoll BFEOICIH QAT AN AAN| ot Herye BIterD @

2 A%y

& X2t HBEOIoF Yret.

>
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a
ofof grct. oj2gt w50
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5 EA Q0 YEE MEYHIL FHE UHOIUR] S YL Luy 520 g

N5 EALS SN YUY It B AUS O MM o2 AXH Ay
Aleop grch. BPYel oW Aol 1 IS WHOHs 9 o0 MFHoF Yk,
YHUXo] oo FHE Ur M2 Y4o| OHHAMI WIS AAOF ULt
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NI HAPE ojg| BUE §1 XWEEX] DAPoRCt
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Ee By,
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r_HL

AL XL O WUMEX| MAe BB YL UM QOTH WS wQIotD
IpBiiof gt

(*h) =%

WAEY Us|g WAMXE TR 4ot validation XHEE QWX OHECH OHX|H
ojmst 510(k) AIMH DXE HF EY M, MY JI2, Ty My LS Tyl
OITH MWIRFO MA AMojMel XA J|Zt, WE, EX validation ZRESL X1
U A FHUL

h =2

@2 WY OXQIY validation ZFY RS EYGHOF UCE 1SO 14937 LA
o 2xo| WEOZ 0§ 4E UTH FDAIL UX|OHD YE AUCIEL YAOES §
of eroig 4 itk

Gh wEEY A

goto] XMMOR MAE WHE TP WY ¥o| o] WASULS Aoperct,
FDACIM QIX|9t ABHCHEL JHSO[THH AEOOF SITE O ZAISQ| 292 HE FUE
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(|=_|-) J|=X0]| L|6cl,|
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gofor ettt I %2 B WY SHY validation, MA I validation?
TR0t

WM ARE 2P 24 Fol Z1x8 IISHA %S B0, MMHEX| 2
THHe{E2{ ot A1 £ UQUSHOF UTE MM UXr= INEHA X FI[<t °]
TAZE M2 QXU validation 89°A SOI20F0] A|HSHORRIL. AYEH £
o FHRA GE HAEE= SOl Te ygeE Ao,

HMHEX2E A" 219 HY U+E HAE 2t 2ok 8 S0 X&E o ¢
Ct. ®X{9] FDA 217|-5% XH2 MHMHYX? 715 +% validation®fl Afg¢h %A
AE EY 2k UAH. 5 =% M= M3 HXAY validation SMYFA 240t
E|ofoF Tt

ML MM ddyS HY F I15H BH(functional performance)E
BIorehor ettt 4EXQ process validationZ HHXQl design validationZ X|¥
U, MMY HF validation® ZBis 5% AMgel OiE 23xAZ FEAT|L

predicate device® FUSIT= HUXQU ZHE XHFHOF ot

Hot g

H

MNION

3 Jouc
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=

JY3J|DAH Pk
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3.2.1 S¥ HE Fat A HY

hH €Y g A=717] HHY M
20019 SL2 J[E 9=7)7| ¥H NI HisH ZEHAU S AW, 20024

1HREH g7|7] 2Xp JHPACl MYEUT. o HFANME 2IEY d=Ms WM 2

S ZF o YUt AHOP OHCHs A, 181§ BT WHAS IXOX| et
S oW, UK U KN UG oFI|7|9t Trelg O|BI|I|Q Xto|F} GIofof BHrHs
A gy & Ut

O2I|7|UELS OOl WA UKS £§017| Yo LU

Ofop MMOP]| UFE HAOl T AYEHTHH MHAS WMOZ BIFE N, 0|3y
oF MANSS AX2T} @t O|§Xt, M3xte| AT OHMo| YOl YT He A

SHOF L.

- XM QAN U FARI[I|k HAFGOl IreT AmI(7] U FEO| Y. {
gh XpolE HARZOl It QA=IIPI2 BIIE 2RIV FRe MZUXT HEE
x| Zxpo et HYME HTOHOr UH. LG ARI7|Y FE= ©l&A X
WA UX7T HESE -AE JfLot) UFHOF St MAS XD UG

- HEZ HWMIHMA, EHAH, HF, OolHY HAep UHY RE T
T, 71EH 15y WHE M)t FRAUX] YL Gt

- JX2 o A Robert Koch Institute® Hnet Jto|E2fQlS ATatof 3t

- O|2{er MEoA Qe RIIFF M X[ QS MMEO 2qrI|7|E N2 F
oF EXpOA SORIGH Ol APFAAM HAEHUATT O[oF|orX] e, MM M
T FRAM H2 HPIES MM XHEFOt= A2(closed loop)OlH. TEtA
W2 A=I(71 MU MHHPX Ol UH.

- BIPIE MMOtE e 2ol HETY 24 Tt S{OoF o, AKX M

I-I(l)_| 7I'EO| Iél_g_ﬁl-l:l-

| a=-
- LM LY GART|7I9 MM A2 XF F=Ol MUS IPUY. X[H(region
or Lander)2 E&° 7|=% SAFHA(spot check)&T otYzt =9 He #

= A
oF Y 4 AT AYHY

--

rlo

o ozt =

HE

UL FHOD WO UL WEMHL Tl

rir
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03t Mol Utk Robert Koch Institute®t Federal Institute Drug and

Medical Devices(BrArM)2 H&HQl input(A1Qh) S HYHEYLo| Hlo] Qf

AT AZE HAH.

2006'd AYL AYYE Arolo oM AP ot JIHYU =0 Jpeet ¢
we EFAOIGE A, WHEY A=l 2FFoHE A, IS XHO| FOF AUHE
A, AEPEAUY dYgol WFEHOOF ¢ HO| =AU

BERE 20029 WP N F 39 ¥ Ao Gigt HUME HEY AFoINYH,
A& 592 TASGE YAO| MAEHAD X O MHEeIo] 2007 AN BRI
HYPHEe L Z=H €2 US| ol o M2 TBRE ot U4 RKI/BfArm
o o|&7|7] XM= ZFO| it ML MY LEHE Go| YAAS WSO 20084 3
oo FUEAUY. 5L Federal Ministry of Health®l M&}

H19r 2008 3¥ HUMO| LGEH XME A0ts EI2 2UH

, BYZS MHOE AHOl HEr £F2 TLOHX] ¥TU 2ES WL UH

(Federal Ministry of Health, 2008).

3.2.2 41834 (RKI, 2001)

1) dur® A (General Principles)

1) MAU(Responsibility)
x2ote AP =2 £F9 MUZS Q9. YFo
HE XX tHYE M2 MAE MO MFAE|O{OF Tt ETH XX H g FFH|Y
AUE ZH 27 I FA0IH, DIN EN ISO 176640 23 X3 XHUX[IF o
M, o WHOR ofmgt YoM OH=X| J|ZOfORIt UICH IO MHS XHHO|
A|SYE|0joF BTt FOIHI Q4o Mol We XTI X[HI X|QJof J|XsHM MHZ ARE
QUO[OF 9Tt £ MQMQI ASMCIEOL FI|MQI MO FRBITE. 3K 2

WS FQo| AgXte] oot U QAEIH LT HiFols TAOE YE|Z o

re

Mu Y @Yt Qe w3

fou
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Y A X=Xz HALE E=lol| et S

) X2 BAX
NGE MM YO ML NEFQ WL EFFYS AT Yof WM WAEA
Of QITh. XX HYHO| MM AUE UL TBACY WY B 2o Tyt

AoIHs Aol tigt QZer HIPE O|ZOIX{of YL,

1) MW uy B X 27

WAARKS B AHT XA Loyops BFHO| Ui HSH BT M| o
O AAIXfe] MTAT} AITIEO{OF BITE QIgol Tio XWMOZ mQIx|D &
3 EIIS WY 4 Y& ARYOl Y& HO| MoITh BYY| BEE AUES| I
FE[O{OFH OfB, O[O U3t MeEREl XA2| HXfo] Mot Aol FHYM J5Aol UF
£|o{of gt}

o NS [ = B o Jyrmm
a. ol4x 2 TS U 4 s
- o|He| AL

- OJo| XAt
- o3 % X

b. ¥ A89 3R
O™ ArgofMe THoZ
O™ X{X={ofXQ] THoZ
ogigHlol &9, oot I|F MY
HEae S49 H
AR FRY AY /Y IS8 mE 2R
Non-Critical medical device: £EX| %& LR HEI= om7gH|
Semi-Critical medical device: %o Zd LEL} Hoo
Critical medical device: 4X& X3 Y& |4 XZE0|
mEL HOS ot gotof] A ziu|o w2t 2RE
Semi-Criticalt Critical JHle St X7t ¢gle Xl
ot A FH|(Group B)E EFEC. Critical 2& HH|&
iz & o E]FEYH(Group C).
UL oA dAer agap HAYHQU AT 7P| OOF Tt

1 1 ) 1 1 1 1
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o|H X(oilylt viscous M) DY EXjo| AHGE 40| Ul ARFH|YE XKo| of
220 g 4 Ut
D SXOP ALSE @II7I9 FQ YWY YES WSOl ofn AgmFo| Mgt
N Ong JHND UL ¥ U2 ASS TSE Q¥ WO w3} gt

2) AAIXe] M
APl Jps st Q@I|TIe Muedtols MM, AT, AX, BF, olF W SOl Uit
CLEE TR

o) MA= Yo EF/d (Validation)
Gxf, AR, AX{Ol AP OPHE Y 4 Y= MO EY WYOET 97|
Jl) MM, A3 9 TFo| AWElofoF GTE J|&T Il UMY BASLE Cxfel B4

of WKl MA, AS, WIS WHOHs BT B[O} B,

) ALSE N BY WH py

X2 Hol Gjgt MBIFHMQl X|&HOl o] Eojof ofn WA AAUS YL
QIgt o FMO| MAECH MM IHEH THE @I|I| LRI Ut 2Eo[of of
o EEMQ AW |BI| WA Uizt W Y AAWE SO £2 I DIN EN
134854 DIN EN 13488° AUFECoF ¢ttt. QAFZ 2002 12 31UNX| OlF
HOf QHTh O[A|JILX| QJof HO|: ABHCIE @718 FEOHORICE DOF EN 46001014
46002 i3t QIFol o|u] =X DIN EN 134852 134889 HZ2 3W &
ECH MYUUE J|US FU AFWE ATUIZHE HAE B Efgly ZRESZ U

=2
UCHH WYL IOITL, O MFL J|UOYM AFWS HOB AFY £ YLk,

=

\J

r

ASUY WPA YO WL XANS, WY 24| M B UE 4] M, WY
@49 J&NQl WA, FIINY WA AYU MN, A5, BI(AUCISO| sty Ao

o oot LQITLE
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UaDy DUIIDIOC



DJjo) 24DIY3|P3H pPasDg-dUIPINT [PUCIDN

i

Buiypioq

KatiaBvs
NUoDY

Y A X=Xz HALE E=lol| et S

3.2.3 X3 HEX} (Processing Procedure)

Ity ABEIX| Qe o BAH|9| X2
IXIE €9 718 7150 ol Mot MEY ¥ HEI UIAIFYS ¢ ¥ 2fUsy
2 HX[D Ao gist FAF ¥ ALGZ AP YES U

L) ALRE o@FH|2 X2

1) MH, 3, A= 39 HHF ZH|op|

- MI®(Cleaning)

LUHoR RE Yoo BH2 MH, dd, Bd JPIM XN EOOF 2.
EROIHH ZOEOOF ATt MHUY2 FIAFO|O{OF OFB ArZXY AHZ Y
FOIM HuEOfoF ot Y SHE= MIHT THR=° X ¥ ot &
of %ol el sfor eref. L3Ql MiH(heated NaOH-solutiong ©
It XY 22 MAOIL POPYSHA nidf 4. O HE2 SHS HEA

olct.

oln_
(=]
L‘smE=JE
I'IOF:IJE'IG
m & - N
E o o 1r

ny
1
H1

Mo #FAM Mo FIr0td ATt EZJLE ALZE T, M
ofo] EETH §FYU W L& AZZ MUY HFMY 2 o] 27 EY.
X33O Argol RE RI|7IM IIEdHXs ¥2W 59 REHAHY FI1°
oMo BXHEEH 3T WOl AO P AL AX| T 2Zo| A

X3 J|F9 §T2 BHES TRE UEHE = Us UF XAHAXF
| HHZE A FHEE[O[oF T
SIoF LEHYHE U = AN oY Fos FREHYU TIIF YHEE = W
AYLLTr ZH-EOOF OHTt,

MAHGH2 oot E SHO LYEC JYCT= OIYE P uxeES 47| ¢
Si O XY 2o MALZE FH|BHOFEI. EOl: 2Ol USA%le FA WL O[OF O
o Z2 {2 Y 2 7IHHLE MHEO LZEOOF T

4% (Disinfection)

RKI BAEQ Quid oo Tt A5 FXt= HE|2[of, T, Ho[2{2A0 Tish M
SPE|O{OF OMTh MiMut AZH ERH|= FUYoIY mRo| FAS W AFY S UE
e rE. MEEE  =O0le ¥U2E AN ¥NEZ RY%e MAHiAR

(washer-disinfector)©| © WtH. Xtzotd XXz 2P0t MiH-Lx9] fud2 ¢

o
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o
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H MBIt 2REE S USE U
- 83I|et AX (Rinsing and drying)

2) Iledt I AW B
3) &%

ZE2 H 2y B, 2
I:I:I
]

o Argd EF BX

I'=IJ el
K
o
~
Jj¢
e
4x
K
o
=
2
o
#g
)
of>
oo
K
&
N\’
lo
Hu
L
4r

pefop g,

N

)

0|

HATO|D B WAOZ WIEIOOf YTh. BIY HEO SHT B B 43Ol
A

FROTL 121CU 1349 37| BAWO| MHEE oo MBHC BF %F0| U
T
2

BN g
flo M

YUNAL OFHYH TS QP WAXAOIL, I NH|O| MUVIX| HAES

Bl

o
of ool FIgo| Y| o, o2 LAL oI Py w oju| Dgofo}
gt T SUEOID 4oolH MUY ASMCEE DS ©Th SO CriticalZ
YAS Atg

2829 BYHE 1 RO of

5) 2y
Che YEE | EYOIL XH| XpHo| BYU 4 U IS ofof gt

- APSAPL UMY 4 QUEE ArgWUY O/F, BY, X4 5

an =
- BE EADL SHEYLX LESUAUNE UEHHE WO AT Q95 Juy 2 ¢
£ 49N

- Critical C groupZ2 ZF9ols 71Z EXoAo| oruyt Atgo| P Fuwor
ofUat J|&/7)5 HAE HHe orHXy
Xt oJst xfx2o| Qo= Muxte| 0|

ORoF AYARXIO| ool XfXZ| AT} MBE FQ MM LXfet FRI YMEEE sfof

oto| £8| Critical C Y| F9ol 13,

-
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Y A X=Xz HALE E=lol| et S

7) Mget

Wx2 LS XA Fo JSLOOF B1D WE BYE MFoh Holof grt, of M
Kol R WAL AHCHEIL HEEJEX] Efgy TIEION AJH 240 3o
FEXE HOOF UTh 20| HWNO X2 AP J|SE KRFE AR LU0}

ofU X% J|2te] WMQI EAE CREX| gLt

8) °lF %W H¥ (Transport and Storage)

OlF: HUO| MXME aFH|| HE FFZ ™M O o XHE =]
o] B2 XM H oePHl AUXIL Ojg XIIE FUOM IAHHLZY HX|, HyY|
2RE HUOF B HIHOE Y XFECOF oL,
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Collignon §2 A0 ME2H oF PN UG TI|7| HYAIGZ U LUFHQ
Ao|U0 Ly, 1994 o|F FAt AL Us H2E YUHHH(2003). 7P ™oz
A2 e Ye] 98I|7|19s diathermy pencils®t UGHIG S
(electrophysiology cardiac catheters)tt. E3F FHYTi} OPEItX|2
FUANM XAZEC] =2 HOIY(TGA, 2008).

A TF Ao (Therapeutic Goods Administration, TGA)2 0|3 FDA {At
o B2 20 UG, SpX|TF UZOo2 HIIE 257|719 HARZOl et Aol P2
CfA ofjufigt HEo| UAUCt. 19979 MH&MRCY ¥slgo=z HI|H 27|79 XX
of tigt BEUMoIM = South Australia®g MUY BE FA FE(territories)? &
AR UG oz 7[7[ MArgOf Hiet FMX ol AL Hasta UG, 5I[2
T2 otu4o] YE= UYZ ARI|7|Y MMt 22 O|gET HHY TS XjAZ I X
X of| Oio{ FotAl QTR

M2t B0l XHHESP o|FOIX|X| Rt 2JgI|7|Q Aty UHE Wxp BH/HFY T
HE Aqeol & L3y UYs QrH UG ogI|7| XA et UTH 5
717] Moj(device failure), M& ElZt(material degradation), SHXEA, X

_?_

ZHEQ MR AT YSY USS T UK YX| o0 HAS

o

w
-
]
o

rlu
=1
K
1

d

a3

SRUCL X4 104 FOU LIS O[T MMALH WAGS SAW BV PHL of
ZoP7| 9Ior =07t O|ZOIHCE. Of2Yt QL Fot PEO| oo X o|RofHO
UGG 2| WHAS Yot FTFH FHIY SO MWK o|ojHLt.

4
_Q

3.3.2 The regulatory framework
20019 IFHAPYXZY YUY (Australian Health Minister Advisory Council,

AHMAC)E 28l 92717|9| MHE FLOPIL T2 o MEUMY S5 +Z08
TGAO 28l FX| WOLoF HTH= Mo $OIE WCH WA AHMACOIME WXAE A

fou
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IDJY3|D3H paspg-a3uaping |puol
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aBvw BUIIBIO
UaDy DUIIDIOC
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ot 2§ A=RI|7I9 HHAE AMMe TGAO| ot H

o Xt ArZ(single patient use)°l2td HI|EH 2Q&I|7|E
HH2spr|g 3Ysts 7|12 Therapeutic Goods Act 1989, Therapeutic
Goods Regulation 1990, Therapeutic Goods(Medical devices)
Regulations 2002914 7|&0td U= A=217] HZO Uit HAEAHS FEOCE 9
[, IHEE YN UXs HAFGHO XA UG 2g7|7|9 /el ittt UF
X828 HAtHoF ofn NEFHHEZF(Quality Manufacturing Standards, QMS)2
Z0F 3l TGAZSH B71F Lorof oy,

20029 5% AHMACY oiF 9 xjgXigo] Yt IYZFHe(National
Coordinating Committee on Therapeutic Goods, NCCTG)E O[3l HAX}S2t
o] =2 HM U =771 HME Yo R2[HYU AXH HAHE OfHSHX=

HoAS +8orAH. £, NCCTGE ¥¥E€ 2A=?171Y MHHE MURHZAHPF HEE=
IIES EF0te +ZF%UM TGA Y718 B2 MEMT II50tEE ZHOIRT. MEHL

2 NCCTGe ¥9g 2=7|7|19 XMH=UXIE #HOH7| eH ofHe] =SS HAUSHA
CH(TGA, 2008).
- BETAMHIE Y X2 82F(quality system auditing and certification
of reprocessing facilities): X% &ofof= oW 7| U402t OEM 2+4ZXA
o FUU +FAM FHHEL AFE HY
- 2P XX (labelling and packaging): ¥ 2&7|21% tracking identification
of M =fEo EIIY
- 71719 FX(device tracking): DgM%(unique identification)Z 3t 2fET
2 S 21719 Argar x|of tiet XS et J|Ho| By
- Arel B3, 9%, ML (incident reporting, recalls or hazard/safety
alerts): MZUXt= 2=2|2] Argd HAE opPgHr3e JI1ES {X[oHoF &. M2
Ol/gtr-30] WAYTH F AR WA Ol 48A1ZtO|Y TGA HiIsHof ¢
e md 9 FAMQ HM(technical file or design dossier assessment):
HBE Pl Q8L guidS Aol 2o QXA FHIOF . Gl ¥ I
| HZLXIE TP AWEY I|15Y QXU UX[StLLiof U O|FO|H. X
HE AN 58 FES 27Y = US
- HIZYA HlolEHojA: |2[o] RHU/EO it MU B tiet HoEHO|AS
TGAZI #3Y

>
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L @RI SOl WARSO| XBIOM WALGH RIPIS GiYoD HEors oAXH
¢ 4 UEE MHAY Yslg BI|IIS ALGOHS ol TSl HHY Foig

ofor ¥

o

FOUM  ARI71  Higt M22  AAAHIAIY Therapeutic Goods(medical
devices) legislation® 2002 10¥ 4% Al AL, o2|M ULg 9 &7|7|9
HH=E AUsts 2|2 20059 12VX] XXMI|H4e QAZXAUS FH[FI=E IR
Cf. 200349 12¥ MHMIE A% #HI(regulation of the re-manufacture)E Al
YUORZM MMZYE OStUX Otz AHEL2 XjAG SERAUS 20059 12 (2199 o4k
NV FEROSEE OrU. olHY S22 UG ARI[7|Y HHM=I[UCl 1989 TCGA%
2002 Therapeutic Goods(medical devices) regulations® 23X2Z LGEL
E 24900 UH.

- TGAZ Q% XeHd Bt (Conformity Assessment)?| =%
- TGAZ 3jog XM d™ItelF(Conformity Assessment Certification, CAC)

s

- BF Xgig FEXN|(Australian register of therapeutic goods, ARTG)Y]

M2 e U 9RI|7| §5

20034 79 21% TGAE 2§ 927|7|o MBTIY MALSY AL FA| ¥ ¥
I @t AU BE PHOYCL TGAE ABIPIY B FHAZ =TI W
ME A MM J|5HES {XSHs Qo UM UG BT|II MALEE ot
OIEQUCE. TGAQ XML ‘AT UG QABI|IIE A J|7I% TS M, 4, WY

2 O[Ot YtT oLy,

12

20039 12 XM oith FHMAZT LAHE olF, BAYRI|UME LYE =R
1718 MAHEIrSe ARII7IZ2 UiMStE At U GORT ArGOts UAS ZE0te A
of et MAIY HEI O|FRY. ot HEWFAM ol Hes uUs
IIME AOIX[T TGAY Al 2005 12X UG AUAS ARSII= oHS
Aolgte XIHO| YUY, ¥4 URAL TE UK, FE sud UH 59 HAUYRHE
o HEE2 TGAS MM oiet XK Ao o LoAHO|ALH O|F ¥ HA
os S FUSs I[HYU EAE GororAH. S AMH S| ST sHMED &
£ oM oAl HMgol EX[ol gt 37 UAUH. TEM 20059 10¥
Queensland Healthe NCCTGO %¥§ 2&7|7] Mo AT X X A=AFH

ke

fou
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HOIIDN

ot

MUSIDIAT
R 1TET TS

=

paspg-a

1

pjjo) 24DdY3|PaH

i

Jusby buijpioq

£

H X=ZxH=o| MALE HE|of et AT

fllo

ofiet Zo| AIISte WS AR (TGA, 2008).

- 20069 3¥ 1Y O[T HE 9 RI|HAL critical devices(Bd M ™X)o XX
g3

- 20069 12¢¥ 1% O|¥HE semi-critical devices(HYI &4 mEQtol H
%), non-critical devices(M| ZZ AGEX 2 mReto HE) NS
zd

- 20069 3¥ 1Y O|ZHE critical devices® MXYE 3t UHME TGA A
E0t1, 2006'd 12¥ 1Y 71X] semi, non-critical devices? MXZE ot
UEM HE

NCCTGE 20064 10¥7X| semi-critical, non-critical devices? M*2&

Aot ool MA=E FHUOH= Ao Uit Time frame2 200749 73 142

FEote Aol FANRH(TGA, 2006).

3.3.3 The regulatory requirement
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From the Therapeutic Goods Act 1989(the Act)-41BG

(1) 2l271719] MEYAH= ©|27]7I2 XIS OIS(AIZOIE OIS E2 tf2lo)es 35| ol
7Y, MM S, BRR0| Cish MUS Xl= AfzolC,

(2) 2ok F22(1)0] Q|Z27|7]0 MEEX| EeH 7|79 MEYX= XMl 0|22 9Z27|7|2
SEote AIZICZ o2l & SiLt O|MS 48Tt
(@) 7171 =&
(b) 717| =Ft
(c) 717] =ZKprocesses)
(d) 71719 erHst rl(refurbishes)
(e) 71719 otz
(f) M=gXtoll ola s2E MEE 0|85t 71712l SH™Z ofelf & Stt 04 SHStict,
(i) 71712| ape
(i) 7171 ol22 2Ist XIRIAM
(i) 717|2 HHE EHXIZ
o|g 7|79 WRvh sHi QX2 BE o|gI|I|o| MLELE UHIEHOl AUXlN UH o|7T|T7|
ot M= S5 X F X FF/R=E UROHY, o3 X2 9ogT|I|Q ‘dute}
oM dar MRS QP XA AL, AUG Q=777 WA wf AUv|GojA X{jArrG
IIsst He=E 9

= 71719 AHg =X U MAX|H(design specification)©| HZEIC},
Ao %o Tigf MYUZ X MEFS HXUXZ UAFEHD o2 =779
A= Therapeutic Goods LegislationZ Z=43{oF2F Tt mafM ®Xj o
gg ARI17|Y MMY= AL Aol UL G RI|IIE MAEOZIE YYste Y=
J1Hn g™ EIE Y MMYE WOt MEUXE =HY Z2 HHSE 4l &=
TGA QAFS W2 HZXUXE HAHY B2 UG RI|7|Y AHGUR Foj| MEds|of ot
O(TGA, 2005). HIZYX= A MUZ XA HO2 UG AR7|7|Y XXX}
It 71 2t EFS Y2l M oY MEgE HESE A2 FasiH.
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KatiaBvs
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Y A X=Xz HALE E=lol| et S

48j{0F SHCH(TGA, 2006).

HM

1) Step 1 - Y=7|7|9 &F

oz717l= UHO OE = Us HHHA ¥ T RN, A=I(7[9] HUHHA

HZAXO 2t ol A=21219f AHg=Xay EFa% 28 BYES. o2 74

HEA A=717|= ot ol ERE.

- Class I: %2 ¥ 2g57|7|

- Class lla: $t(low-medium) &9 2=7|7|

. Class Ilb: F1(medium-high) &9 2=&7|7|

- Class I11: &2 ¥ 9=7|7|

- Class AIMD: Active Implantable Medical Devices(AIMDs) Class 1112t
B[O FHadE

OioF XAAXPIE OJ2I|I|9| AL RHE

S

llo rir

St a0k opy

o golN AGOZ WY
KBg WHCH XYHAY ¥

ol
o MFY BAPEQ HoE TYSIq ¥ o3 x99 GE

9§ 9=I171Y ERe ¥ ERY WM.

L) Step 2 - HE’d B2t X (CAP)

e Mg WA HZEHXSS HMEFREZ(QMS)Y JHEnp MYS 23
Y=L Class 12 &R/F 2=8717] ol G§E =2(719 MM UX= Mot MY
HYIRX(CAP)E  HI=8oF  ofH, TGAZHRH  HYBIIAUFM(Conformity
Assessment Certificate, CAC)E oo 9ttt. Medical Devices Regulation?
schedule 3°4 CAPl| i3 Z|&0td UCH HMEPPIIAFTME 2Ad=2]719 AH/gut
{udo| gist "Wedxl(Essential Principles, EP)2l Z4+8 NXYUXIT HOFEE

Sp= Ero] Lt

oX

P19 MMHE el 2P HEer HUPYGIIEA(CAP)E orHer 2.

1) Full Quality Assurance Procedure
Regulation® Schedule 39 part 12 XX Class AMID® Class Ill,
b, 1122 &g 2z27|7|% HYsiH. o Heg=A= MEL ¥ S YUSHHY UF

o J|EN QRI|TIE TN, £t MEURIP HEoRH M, A, B, apw
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Z, U9 FeAAr oy, A 2 oM BYETY  AA/(post-production
phase monitoring system)2| A3 e #HIH QAXAZ 1D3ot= AT HE
FHEZF(QMS)S Aoz o2t HxpSo| MZEAXIH HEHH. £ o2t HAt
= MZEYXL HEFZEZE(QMS)S AAWotL TGAZ ooy A=EYH. MZFREZE
(QMS)2| 5X2 A0t AYUOZE, LH ZXMUYZE 287|728 ArEOIEE o1, X
H  QxxAUol FERHEE RrIPIE LUEI HES] T Ao, ISO
13485:2003 Medical Devices - Quality management systems -

e

Requirements for regulatory purposest 287|791 HZXE AU sl
TGAZl °|§3t= BZEO|H.

2) Design Examination
Part 1. Full Quality Assessment ProceduresE® S8 H7I&l& Class 11l £
2 AMID =717l ET HXE

3% gigt HAME(design examination)Z
%Y. TGA 2%l 7|& BiMe 3

2 BIrE ¥ Y.

3) Production Quality Assurance Procedure

Regulation® Part 49 Schedule 32 Class lla, Class | ¥€9§ 2&2|7]9
I mMeror, AAMEREYEX(Production Quality Assurance Procedure)e
MH| EXHFHEA(Quality Assurance Procedure, QAP)CIAMQ MBXH HEEX
BEZE(QMS)O| AdEd A=Se HS Q7T SHX|TF oot FXIF HIZYXSO
Clause 7.3-1SO 13485:2003 Design and Developments A%ote %2 2
oKl ¥e

4) Declaration of Conformity-not requiring assessment by the TGA

Regulation® Part 6 Schedule 32 Class Ila® Class | 2¥§& 2&7]7|9
Heott, o Hxtz UHA(EP)Y ZE0 WY MIXYUXIEY XYH 40|l TGA=Z
QIS APH APYZAb(pre-market assessment)E 29X Y. MXYUXEL 9
8271717t EHX(EP)Z EoteXlol gt Mg B AME ZH[SHOF $ot. of2{gt

MAHS Aol Ot QXA FROH: E T2 Wit AU W 4 o

) Step 3 - ESHH(EP)

Medical devices regulation® schedule 194 7|&E TLHeX(EP)2 2 &7|7|
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National Evidence-based H 151
. nal Evidence~based Healthcare Collaborati 3
ire Collaborating Agency

A ol 4 o
= UE Ao AP UYH HII|H(protection mechanism)Z Fl
=2 [}
ETH oot Tho] Yol AZXIOA FEEOOF ot
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O0F) Step 5 - Y&4H 24
HUYYIRA(CAP)A: 87010 HZEHYX=E MM UZ 2=z7|7|17t HH ot
o AEEHY HEXE UFI A Y 2HE HIEOPI At FRYIEXA

(Critical Evaluation Procedure)& ZX&$3°F ¢ttt(Regulation? part 8¢
Schedule 3). 2&2 HAYZ M Ao Gl F252 F2I%HOF oW, Ol YLH
Xtgol HIW™ HM(critical analysis)2 T UFEHOIOF $iCh. o[2et H|TX BAM
(critical analysis)2 UMM ZH=E X UH.

WEH 22 ZAU0l gI|17|1Y AEE SHo| MUNEE TGAE FFHOIH A
Y8 (case-by-case)F2S HEMOF ¢, URX= TGAY A=I|7|1E A=A o
ot =23t HFHY. UM RFYOZ UYYH X9 2FXAUZ ArZH J[&2] XA
H, U8 HEo| mep SEXX|0r UUEMQl Apgo| MEf SHoM 2&7|7|9 YUE

sfopsn, Rxtgo| HILE EGLEICE UrOb Mufe| WY XWo| J|Eo| o|FI|I|et QAfet
CHE, QA X[EO| UH XAWMO 98 HE BL 2Eo| 0|20 YHORWE EIY 2
28

QICt. O &l AIREXS uixtot

tigt Dot Wit

O] 9Tt UNEAR] Sogo

rir

ZQ, UM Xt

H) Step 6 - HEUPYIIAFM(CAC) MW
MUMHIIISHE NN B TGAT AZFA wIos
ol Z2Uct.
. Section 41BM Mxfe| Hgo| uI2H| O|ROHEX|;

ffu
Y
o
o
rir

He ool Yg

Euraj-" I-I_Q_GH'—I|
-’.‘-%_’SI(EP)% EFUSTN Gigt 2HE A=K,
IX7E ol2{et AFZ LI YK,

(application affairs)Q &2 H9SIHY HAE 3Ydt= Aro] Hyyst

Rl
rﬁ_°
-I|:|

.

MEYXIS L E3 MU FMUHBIPYKI(CAP)TE MEEUSK|, MYUsH WAUA(EP)
g ZAOIQEXOl et 3 4L FYHOF ot My Ad(Declaration of

o
Conformity, DOC)E ZFH[3[1 AP E QAUr=C},

AP Step 7 - ARTGY| 2&2|2] E§s}o|

AEZME 3F XENE FTEX(Australian Register of Therapeutic Goods,
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Y A X=Xz HALE E=lol| et S

ARTG)Ol XS MBS SEop7|gel AASHoF STk X, TFOIME MAAY UG
O|2I|7|%E oz BE RI|I|E YHHOZ FIHT| oM AN TF AEME
S[o13 ARTGOl SEEOIOF SITt. TF AZNE T Aol SEFI0I ol MYUS X
S ARoITh oF mEOIN ARG RT|TPH MMEIUCHH, HXUXE o|27|7|)
AZMIt Y HOIX|I UGG ORI TFIL ot EF Jpok MAEIQUCHH,
ATPE TE HEAF T TF YME TF AFOIMY QBIPII Y ARMZ e
Of YTt AZMIt 9|2T|I|E ARTGSES 93t A2 oI| YoHME MEUXIE AZ
Mo MElEl FMOHYWIFUAL(CAP)O HYt MEYBIIAFM(CAC)Y BF Moy M1
(DOC)E HIBoHZEOI0F Bt

Of) Step 8 - A ¥ MY 23X (post-market requirement)

o|271719 MZUX= A8 2=2|7|9 Yoo Het FEHE EALFIIOH| Ao At
A 4= HAH(post-market monitoring system)g& Algyeljof sttt Hi&|o{of ot
Bx82 AN Holst UHIZk(thresholds)ol T2t HIFE|O{of 6% TGAY| Hu&
Of 9tct,

2



H 32 238 2=717| MREIE {ITH SUHA

& 2=7|7[9] ZHALSOl CHEt Zeloi A

Action

=7t HEE ffg Jtol=ztel

Mr2lE HelE o=7|7(e &

Medical device classification

ZHXHCAP)E MEH
o
=]

AE0| MZEEXEZ(QMS)S 75t

Conformity Assessment overviewed
and Conformity assessment for
manufactures

B2 USRS OISH| It
olzimt

+ ol27|7|0fl 3t 7ISETA

- RBIS N T

Essential principles of safety and
performance

Class | Q271712 A5t RE 2|=27|7]|9] AL TGAO
MEHEIIQISA(CAC) A1

Conformity assessment for
manufactures

M2 E LS Q=771 flgt AZMEFIA =77
oé'% et g MAUS K= AEF) 2F
ZME ARTGO Mx2lE 227|718 Z=&lst7| sh

TGAOH e

Conformity assessment for sponsors
and Including medical devices on
the ARTG

AZAIE @F2AUS OfEst E4= o2l LIS =Zelet

« A= MARRE 2=7|7|2] AERle

« H 2=T7|9 A2[EHSE FEGH|

- 3l 22 OE fMH 23S flol A=7I7IE S8E2
AEE 7IE3H|

« TGAO| 2|=7|7| AtSat 2&E oS B

=
(A==
=]

Once devices are on the
market-ongoing monitoring

%, TGAO XX AEof gt X Z=5S 2%07] Mol ool W2 ZHIsHor ¢t
- YRI7Y HMHE et QMSS OFASHOF Of & J|7[o HIZUXS BEL

ISO 13485;2003Y%
L HIYS SO Y o=7|7|9 BRI Py
wapHo[n, U

&Y ol U HAYW HFOHOF o

[ =

M E Q= 2[719F oA AU GRS A

—

HFX

on, M, QFHAH, BN

O
S27F YBIP7|Y HFINES US| ¥oO, U o= U=E IFS

EPY 53
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3.3.4 Scope of the regulation

UL|Z 22|71 A Yt AN Argd AT YHHY Fof Juglol LY
T2 O oX Ar3O0Z BIIH ZE RIIPIE EEUY. o, JHFT2 HUXT ArG2S
E|X] 942(Opened-but-unused) ¥¥§ 287|718 ZYIX|= ¥eH.

‘Opened-but-unused’s ZXHZ HEERXU 227|7|7t AHGEX] ¥HY HM, =
, MlHnp ™EOHX] 42 HE oot TGAE ‘Opened-but-unused’® E&0| &
H NOE ot FAE 2gI|7|9 FL EFOl 2HEHUS W W HEYUX= EP
3.4, 12ZX%°| T=tof ottt B 2 &7(7[2] OfX|9f O|§Xt= TreF 2|2 I|7|9F EHO|

HPEUKIT ALGERIE QUTHH R XML H2J|E WDED YUk

ox A

=

From Therapeutic Goods(Medical Devices) regulations 2002- schedule 1, part2 13.4
0|2X|zl(Instructions for use)

BrE AEfolN MZEYXIE stoig B=E =77

(@) 2=7|7|7t ErE XIE

(b) Tref HiE ZEO| &ME(UCY
(c) 2=717|2| xX2|E et =HH

= olfof sh=Xlof| et 2

a
e

N

ro o
o »Q

‘Opened-but-unused’ 2|g7|7|2 e =f¥ QX0 T=p AN ZHXo| 2fsj
BI1E0X|11, 2002d 10¥ O|F B AFo Tad MEL ARI|7[9 A APFEAL
(pre-market assessment)?|Zt S 2g|7|19 JEi= TGAZI #=et. 20029
10€ M 330 33 27|71 2007'd 10¥IX| o|2{¢t 2y QIJXAHE FH
OF 3tot.

aroF U2 9|77|7| Y ALY, orthopaedic plate £ screw?f &gl ¥
of  XX| 1 XX2= Therapeutic
Goods Legislationdf|X #HIE WA ®Ch. UG T2 Y AX A1G30=2 HI|H
BE 98I AL TUE Y FFA GOl AU¥Z =719 AHIE U
o £ T2 FE(territory)ll 8 YSHEY(medical practitioners), X249
A, 8 g FAXIE JHE EXE Aol 2=Y7I1E ZOIHY NESt: WY, o=

Mo ™Eor HQ o] I|7|= LI‘.Q.% HoZ =g
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3|7t T2 ArFoE oloig o] FIEY, XY e JHIIt 9BIIY EH AHg
'a =

SEMZ HPOH| %= B2 HZX B (manufacturing controls)28E o9z Q1%
we=n. z
B
3.4 Iyt
3.4.1 YU Ay
19964 JHYct Q& H¥|(Canadian Healthcare Association, CHA)E FH4t}e é
200%% oI BH F 86%7I ¥YE =RI|7|IE HAZOtD UGt HOSFUCt ETH :

20029 8% Health Canadats ‘Reuse of Single Use Medical Devices in
Canadian Acute-Care Healthcare facilities, 2001’9 Bi1ME T3 4T
40070 °lg2l BN LG ARI|IZIE MAEOID UCH O|F F 10%°I0t2 HH
olMT XX Expof ofer UFo| UFS HHU HOE HIGIYH. F, YT HH
90%7?f A= Fgell tiet 13 ¢lo] ueg 28I7|E MAEotL UYes H2E 3
8} tt(Health Canada, 2003).

Polisena &(2008)2 AiolM e N4t G871 UM UG 2=2(7|2 X
XM R IARE HHS MOIOHI| S HEZAE Ao, 1 Zdt 398719 ¥ F
72.1%9 FHoNME LG ARIIZIE MHOIHY YAFGOFL UX| FATE. XA =5t
0 UX| FTED LYV Hel F 18.6%% P HE ULZ O|FI|T|E MALG(HYUY, H]
3% XM UXN)OFX] FULH, 81.4% = A= MHMSIFXU A= H O MHA
Bo[X] = NCZE JHOAUG. H o HMME oX| ¥ olgclce THE HE MY,
§Xtol /gl it @3IF UUT. EIF FHUQ % 70%7F 2002d-2005E Aol
ol g 987|719 MAGS FUE AOE ZALUCL. HIoM HA= T2 HYAHES of
0 AT FETH HU izt EMoM 2 2o FAUAM MM Fo| W2 Ne=E

Y builj

36"

fous

12) 7H2IH oIZ0iIMe] L2E 2=7(7|2] MAE: OS XHMHL| JHRIH 0|E&S ¢floi L3IE 2A=R7|7IE KAt
ot TE AIS0I7 S55t7] floh Mx2lsk= Z40] ofl JHRIS2 HE StollM MZEX7E OHH
L3E o=7|7]9] IHﬂEI% et #HE E ofioll M THEX| I=Ct Kot UE =779 IHALE
of cha 2tXtollA| =S ot =2TR7t= HESHIM MZZEXAL ofLILh OS2 2=7|7|1E S&5t=

AoIME of WS SHX| AUXIZE THARES flsh 2A=7(7F OEA| MAEZ=X(of cHet == XSt
ALt olz{gt =¢tE Iﬂ-g?_ QefEIE MEHCE MA 22 MAEL=Z Qs SXiolA| YojLl= ¢
siofl chsh TMEXe=z MUS & Ao|C.
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KatiaBvs
NUoDY

Y A X=Xz HALE E=lol| et S

PRSI, EOF XUX2{OLT Qs WHUOl 40%= WA gt J|4E WML XD
x| Q. JHUTIolMe Yol BI|T|S XL HHL FEAUo|M HDAtY
QUX|B MMOS welo| TQICE TH| Wof JHLpTte] BAYRI|UN HO|E Xt 20
W FOF YU @IPTIe MASL o, FX|, FHel Tt 1 ojust Ay HM

—_
glo] o|ZoIX et

o %2

3.4.2 49§ =7|7| HArgol Gitt AYAH

IHUT= MFTHLE HARMHU|A WY, M AU #X}p XgoM9 BE XEY 4
B2 T EF(territories)¥ HAT=A FUSO MYS X1 UY. 28|79 HZ
£ "X AMZEAEM(Food and Drug Act)¥ 2&7]7|7%(Medical Device
Regulation, MDR)°ll 23 A0 UG StX[ J{LTte] MFZUHZTHNY MDRS 9
21719 " ¥ FI|HAM ArE, {X], B HitiMe= TGFRA UX YW HL
°| MDR2 B2 T HAEZ et HHoll FE%= MK A= AXtol Ui

o GisiME AGdFL UX| SYH.
critical-contact ¥¢§ 2Ig7|7|1§ A3t BUS T 23O MAE YUYE
Ofgiotd Zpdel =Xt R 2gI|7|9 A&S FHOI= X2 A, o oish

2

NES-TE i
Xt & oicte X

Health Canadacs ¥¥& 2A&7(7|9 MArgo] &XISAH HY
of U L2{o%¥ct. 20059 Health Canadat SAP-RMD(Scientific Advisory
Panel on Reprocessing of Medical Devices)2 ™39 200549 2¥ ¥ Zo=2
|2 9=2|7|9] XX Gigh MUQUHS OFASIRL. SAP-RMDe ¥¥§ 2/=2(7|9
HAHEZ 710X e N2 HNOIU.

SAP-RMD2 g% F diu= 2=21719 EH|, M=ol 21Xt 2=217219F MHMHE
Y o US| gt ZFO °182 2IFEY 2F2 OfHst: AoIH. HIE HotXo= X
M UG orI|7|s AWIHE HS EHOFes 27t UAXW LT ULR ogI|T|
€ AT XjH={E 5+ M= Aol FUL FLL UL CIDEXIM o|FH UG
o|277l= EU MArgEColMe o EOh #XSQ HHS ALY oM ST 7|0l
orfier 2 MME AT A NIAIE Ordto{of oLy,

. WMS OIS ST MK LRt AOYORSX|S OIS QU MALG 9]

- H™EEE =719 4 FRE A HAEH BN



3E 2=7(7[2] ZHALSOH CHet Zeloie A

- MIH, B, H™EHE A=I21Y Jls0l ittt UF

- MNP Q=T)7[Y S HFOI| AT MM 2O gk X|

-
&
# 33 XABIISE 9=2717| S=0j|Al: SAP-RMD g
_ Medical SUMD _ _ o
item ) i Reprocessing concerns Recommendations =
Device Available 8
Airway Yes Absorbs liquid chemical SUMD recommended :
Introducer disinfectants(LCD). for those difficult to f{
s/Dilators Manufactures' recommended clean and track _";
1 LCD not appropriate for g_
device reprocessing in r:“
healthcare facilities
Electro- Yes for Difficult to clean due to SUMD recommended ;3
surgical some ingress of liquid for some for those difficult to g‘
2 cauteries/ models clean
forceps
Laryngeal Yes for Material is poros therefore SUMDs are
and some absorbs detergents and/or recommended if the
silicone liquid chemical health care facility is
resuscitat disinfectants(LCD) which unable to follow the
3 or masks weakens the products. detailed instructions
Materials are thermal labile
therefore cannot be
subjected to excessive
heat(drying or pasteurization)
Internal Yes Manufacturer recommended As per manufacturers'
Defibrillar different sterilization methods instructions:
Paddles for the paddle and handle - Ensure limited-use
therefore increasing adverse tracking is performed
outcomes due to delays in - Test functionality
4 an emergency situation - Ensure appropriate
because assembly prior to cleaning and
use is required. disinfection for safe
handling before
sending to
bioengineering

EQF HI3XF HMAAUXIE FoH LG ARIIZIE MXOIUX} Ot HAYRI|H2 X
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At FHGIO o AFHHYG LS AFH M A AS(quality system
auditor)°ll 2ol QLSO THoHA LRIBHOFerTY.

O|HEAXISTY =0 S| Health Canadat HUD X3XIe| HHHANS o
of O|ZOIX|E UG ORIIS MMAS FHOH: WYY UM HES AYOIHTT. of
HEQ FME T MBABYS W ¥ 9=IP|9 AFBOl HieiM M8 4 glon
Health Canada: MAI$S 7MY AYS JIXID UK YTHs HOIYUCE IHUThs M
$HOZ WARMYL HY URF, UK NBON BEL FOf T BAYIL o
M oMol JHHYIIO| oz Fot FFE HIo| UG YRI|T|Y MALGYl ot HDw
DME X SWOIPCH 2 Y L FTWR @IP7|9 AFSO| et AL I of
}Z Health Canadat: 21§ @7|719 MALGOl gt % Fot ZF9| ofaMS §

7 oo BXM Que Luyorn Ut

3.4.3 €Y 8§ A=E7|7|9 HjAFgoll Wigh Fo& =F9 U

Wel U CFE BRI 9, HHYR AAHWYY X

g2
R WUXfo] QMO Tigh MU IIX|D AT O[T MY FAO M S HXpX|
L

1) Alberta
HZUXfO ofsf Us|@oZ HIE °&7|7| F critical £ semi-critical Y3E
o|g7|7|= MI3XF MUK s Q= ?|7|7F QHHst HIZYUXQ oLE FEHYE I
Soe AL BEF0e WHOE ML SIHE MAGEOOME O ETE o] ¥
HE} Fo| AUXoICt, O oMo Semi-critical ¥YE 2RI|7|e YRHEEIIII} 2
2717t MIMED IS SXIY + AT WUEH TUQ 8Xf(single client)E Ui

Q

8

Bo2E MAEY = UM 5715t UM (Alberta 2008;Alberta 2008a).

L}) British Columbia(Patient Safety Branch Ministry of

Health, 2007)
20059 HEIEA] EEH[o[] ‘Patient Safety Task Force't Y& O
HAGIMY A FMZS HESY F $FOIM TUQ HXPRLZ ot Hak2 of

HE HEL 2YUAY(Health Canada, 2005). 1 ©|¥ HEI|EA| EEH|ot= 2F
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2]Q9] PIDAC(Provincial Infection Diseases Advisory Committee)°ll 2|3l
LD 2EE Q9] MOHLTC(Ministry of Health and Long-Term Care)°|l ¢
3f QUF W2 HIME £8519 20079 ‘Best Practice Guidelines for the
Cleaning, Disinfection and Sterilization of Medical Devices in Health
Authorities'Ss ZHOIUM. ST EOMoM UG A=7|7|19 HAREO| Y HE2
orefiet L.

Ry, HE S7E ML s HA2|ot o|FOUUGD i UGOZE HI|H
criticalZt semi-critical 2&7[7] R Y= MMEO HAHGEOME A . 5t
XA AXILD Q3 Ue|G =27 A FHIE MMStLX Ot HAURI|UE
A= gyl X Y2 NN, B, AWY, 71582 EF021 A MM UX| HH|
ot HXPI} {XNF=(regulatory authority)ol 28 QUFE WHL T2 X AJAR X
S o AF S YUASXE  ASHOF AT oFer X{ME{UXSZ criticallt
semi-critical 2|&217] ¥ FHIE HMO7| SHM Oref2 EXIr UO{OF THC,

- BHl/=71719 FH(tracking)dt =T

- XM XzgY] A e s ItEid
Z2 =2 =F9 L¥HAHY FA
A8 (pyrogenicity) #dAf
olg71719] I|5da 22 S/ (integrity)d &X|
oL M e L=2JY E

o nE ng
ne  rd
rie
oX

£
b
o

[1}a}
kT
ol
H
=

YALGIHS S X2 | Y OIBI|I|E MUS MAT TR0 THYF XM wM Loy
S A g3 wYg 9BI7|Y P I KMol gt HIL YXUKE
|71t MmOl B 4 UEX|, YBIIPIY SHO| WO|L SporN WY AY 4 UL, 1
o ool XMWY o|yol MUSH M, MIH QAT UFES HAY £ YK
gt 2WES o 4 Ye AHTE MBOIK YT MEUXI WAl Ul FHOID o

o ygoIM MMAAXE KB FH| W ST AGO] XSO AUS F
JINFIR| QECH U ZTIPI WAL S UG EES OIS ol et
M Molg JMECH o WM U WH EREIo| WY FUAN AF, UM 8F Xk
S AHOP DASID YUTH MBo offet 2L BAPTL Yk He UG BT X X

H[O[}.

X %

13) ZHLicioll= Si7tE! AKX Sl= thdl 0= FDAOI Sls S17+E T2 FA7H EXHSHTY.
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DY3|oaH

Y A X=Xz HALE E=lol| et S

S SRR SU2 FEXY HAYMCHE |FEY = UAH. AE 59 Hi=, 2, &
2, fE E2 =2 U2 AT MAHE + oY HiE9 HXs UPRUS
ol Y. G0l s M= FUO| MHEEX] AT TUAHRAXE HYX]| =
ooz ehXp QP FHAYME EXOIH.

My uolgoz HAIE JtHE, SHQ(drains) #O| X2 FUHZS IIT Xg Y|

% M &(endoscopy equipment M) MAI Z2 XjArE OfX| U= AZ HOH
st Ut

Wn, IPIUTANIE XHAMGOl QPHSI XM EH|GOo] uMofH| HRY QAU
=9 MM semi-critical ¥2§ =771 HAIES AHY = UG, AMS9 It
oM AR EE =217 R HUle HAHEH MO MM E|ofoF gttt

O, HAQg ol ¢elg &7|7] X FH[o Uigh Jl&E FMZ X1 Yo
Of 9tCt.

HEEAl ZEY|ots 2008 1¥UHE HE HAUm I|U2 Health Canada®t Z
2 7P| B2 U3 FDAC 8l UF W2 HI3Xp XX AXO Qs XX E|Ct
critical contact single-use devices? X2 % XjAIES FX|{ofQr Itchs Y

= YU (2007).

) Manitoba
19999 Manitoba OIEEXIIT Winnipeg HCAM A E AL ogvI|7|E
ZARRE 2t B2 71 oY QFE HEHE HOrURH. 1 °1¥ Manitoba BHe

high-risk critical contact %¥§ 2|&7|7|(bloodstream or sterile body
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cavity®t HZ)o AL ZXStEE stgon 1 o X|ZMX| ZX|otn Ut}

(MEDEC).

1) Nouveau-Brunswick

20084 10¥ 31¥HE Nouveau-Brunswick F¥HE critical} semi-critical
ot U2 orT|7|9 X2 FTZ HISIROWH QreF N3Xp XA IAUXH HAYE
Qe HQ x| HXp 9 MU= IXIE 27|19 YA, BF, AWY, 582 ¥

St oM Al Tl Al SUYES St AH(AETMIS, 2009).

O0b) Northwest Territories

Northwest  Territories®  HAA9MH[A  GZx2  HUARZEDH(Hospital
Standards Regulation) & %% % Q8A|MI|Z=H% (hospital and health care
facility standards regulations)2 %% 20059 AN ¥9§ 2=7|7|19t 13
O AIEEX ¥EE orHom TF AXH| ALGE HO| GE XA AGEHX Yk
£ o o= R7XUZ TUAUY(Health Canada, 2005).

H) Ontario(Health Canada, 2005)

2EEQ FRE 20059 6% 25USE 2EEQ X|Ho| RE PAUSA MH=E 9
21718 F¥UM 530 RS HAS | Tt o] MU|AE UG 2z 7|7[9 HH
2lE HFote AS MHLZ o0 Hi BE FRA HAEIHTY +&=7E HYUE ¢
Y AlYoIAuLt. st pIDACO 2Jsi Ot E critical?t semi-critical ¥¥§ 2|g
21717t S7HE2 XXM AXOl 2o KXo O|FO{X|C2te XiX2{Qf XjAFZE[ojM = <t
" JO|E BIME 2006W MOHLTCE #QISIYC Cfdt Sfuct My Moz Xg
e Y2 HXYX 2t 20| critical, semi-critical ¥¥4 98|71 YWY 9
I[N X E|OjM = QF E|B], ThOF ATHCHH O] 7 I|I| MEUX X TEpM
121 A M2 ZFEEe HS Bt YAUCRE N3X XA AKX M X
Mg &+ UG

=
—_

AP) Quebec(Health Canada, 2005)
1991-1993 H|§ HUHA MARZ X[X|3t= CETSE HY JIHIE (cardiac

catheter), M5 XEYX|(pacemakers), BUEMI|(hemodialyzer)? XAIE0|
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|2z o| MAES H=lof &t S+

oto
ro
e
Ehe
£Q
fllo
o
H'|
10
H0
11°]
l

2 HOIX|E ¥eHE 2oIEEAS
| CID S Z2 HZ B9 AUZY AU, HFY AWPS U
9 °|g2 CETSE °lHY =217 MArES © o XIX|oHX| =t =
Kot A3Y 1997 d CETSE d% ZMEHEZI CIDY HHOl Us &Xol °l8E 3
HArgS SXMALY o1 AXoA| ArgE HE TIHEE 89K XY FEY ¢
of e A2 oty AoG ARTI|7|9] HArZol HiYt HE=E oA, ©of T2
A 2rset =20719] FRYA BARA S FAOHA O High AAHL Irol==f

apAsto] 2Yotl UH(Health Canada, 2005).
3.4.4 Other policies, standards and guidances

7P YTt HAHQ WY (Canadian healthcare association, CHA)
WU AT YO (CHA)= MUY M XIHY F, EF TN HAYRI|U AYC=
ool 02 FAopE, XX|, Gy o MU HAUzMH[A] HMIHAHE IHM
5tz o, 19969 YUY eI (CHA)E ‘the reuse of single-use
medical devices: guidelines for healthcare facilities’ZXTot¥oH o] H1N
oM MIX, B ZEEZ, HZHY, MUH|G(liability costs), FHO UYH #Xfo| &
HE EYS UG 2=71719 MAES SW F2 =FSS UEUH. 97IMe ¢y
T PULH MArEo HHEES BUY +
UL HHH YOG RII[7F AW HES HUY = U= B A2AH(quality
systems) HTZ AW HAHIE HASIHUTt. o2 Jro|EU T Edtd 20014
Health Canada?l X|¥2=2 YE AP TEH YUY U 37%7t critical
devicesE MM2[3IH, 39%7t UG 2&g7|7| AES FHY = U= AM2AHZ Tt
X1 QX DX 250600 MX2-XO| Ot XPE MFRLE XA HUE X1
Ue AOE HIE UL

M

\J

rir

) 2E3 Qe ¥ ¥ (ontario hospital association, OHA)
QEIQ WAHL(OHA) JHUTH RZHL(CHA)Q UL JfUTH ojB Xyl
(CHA)ll o8 MFE Jfo|Safel B2 Fmg DA, 28 T © Zojy 4 Ut 2

Ef2| QHHUHI(OHA)E 2EL US| critical¥} semi critical YGoARI|I|E
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A2 ot HS YK 1 AU, HE(OHA)E Health Canada?l #35t= X3
Xt WM AXIE UG =I|7[2 MM E ot= Fo HeiMe XIX|Iet. £ 2EER
YU = offo 2[ES FEAMTIUM UL AHE L= HMBX MM UXIZE O}y
@ critical?} semi-critical? ¥¥4 F7|717F XA F2o WM XIX[Tt.

- /Y =21719] FH(tracking)dt SHET

- Xixe e ogr)7] A Mol s ItEid
22 =2 =& 2847 FA
A" (Pyrogenicity) At
| o|87|7|9] I|'5gn Eao] 4 (integrity)e] |X

Uyt M HY T2 EX

ng
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ng
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s
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AXIL TN WX S
FHAo| gt FHE UASS
2HE Y2 HUAEL,

opX|Et 2Ef2Q WUUL(OHA)E Al 3%t Hix2)
of LI YX| YTH= ALME ANOLL YT, QHHGH

—
QUOTHE HUY O BHWY Ay AAE MY

lo ng

3.5.1 U™ Ajgt
PR UYL o779 XjA[Lo] ChPh HiTH UXo|X|aF QEHFOF UB|L oy I|7|9
M2 9 AALGOl QAT X|AE|o] YTt MNIAE ©|FT|I|Q ArgXISS FHEH, @
X 0|50 2o UG 2RI|I|Y KNS HYUOI|E SHX|U o] Feo| Wolo|
I

Ay
ORACH: Ol YR FAT UNOITL, Ol MMAY Yulg YBI|IPIt Yy o
BI7|0E QFHOIX], Wallo] ALGRHIN2 KFO=X| ot HEJ OJ2OIXIX| UT| o
golct, %

X2 ol HUSHKO| Uit AT WRUE BFOLD OHHAOl Ut N
Uolg BI|IIPH MALGED UCH
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3.5.2 The Regulatory framework

Uol§ oz 7|71 I IO|EERIS 2001 6% MDA14)°| 2000 8¥° &£Tst
‘Single-use medical devices: implications and consequences of reuse’

DMISHE $HoFAH O AT, o] HIMIME UG 2=2|2[o] MX= I H{AH-GD}
HHE HES TR HHYU =FHY ANHYU 23X AUS US| g0 on, U
9202 WSO 2gI|7|= OEHY FFoAME MAZEOIM = QA
UG, EI UG 27 T|7|9 XjArZOl ittt MIRXHQ A WEZ UX|T EU UMY
E OMHX|Al(General Product Safety Regulation)©lA AYAXef WOfXpSoH| 28
71719] I|12HQ AWMXAS FEOEE ot UOH AN =PI FoIY = UL
E AHIXSO HEY FEE HFOHEE ot UAH(TPD).

‘Policy for single use, single patient use & Ilimited use medical
devices'1O)% Mz 2=7|H Z[USO| o[=¢t Y QAUX|stD UL

o % ==
THAFGOX| QgOfoF & FXOIUCE. E¢H UG, TU X, T30 NOHE AEY Xf
A

£

O

Ol UXSI=F ofRT. HuM Yig2 FHHOR MHEW OZa G, 2 omJ|H
Ll

o MUXt(director)®t UdH2IXi(clinical manager)e ZE XH{IS0| HZYUX A
X T2 UG 2RI|PIE WEA HAGOHX| RS 1 TY X 4RI\

(single patient use devices)e YtEA] FUY LAXIOYA|TE AZOIEE  QUX|A|HOF

oLt

EoH MQIXIQL UAFMAXE OfO| LGS oYOHoF YLt
N3 A WXSPH QABL UHFD 50| 010t o=7|7|9f HEYXI)
MYME O[BA|HOF o

. BUY MU D82S HBorolof ¢

L UG 9BI|7|9 NALGS WOIX| YEE US| FHU Hyel oIS
3

. B NSO Yog 9BI|I| TL TY YR OBI|I|et BUY BE AASL H

14)

15)

MDAE= 2003 42 MCA(Medicines Control Agency)2l E8tz|0] 2748 A5t MHRA(Medicines
and Healthcare Products Regulatory Agency(http://www.mhra.gov.uk/index.htm))=2
EHoIFoH o=7|7|0f st HE|HFE ot UCt

2000 8E HIAOIM A3IE Q=7(7|2 MEE Q27|7|= IMAIBSHK| REE o, US| 2=7|
719| THALER eiXtet o222 SRS 2= &5t ot erMut IO Ms J2|u R I

2 £ £ Uh}, L3E 2=27|719] MAISKIRE AME|PXA= olof ME HHM, KM ME Aol HX
Molnt o|RE ZE=Ct1 HA|st QUCh

2004 12 version 10| &HEl 02 2008E 2€ version 22 YH|IO|EELUS. 201049 48 HE o
o]

o
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TOIEE QAX|A[ZO} 3

. MUSo| ULlg o|FIPI|Ql A2t BAUY YJYUS
Hs o@7|7|9] BUL WHAZ 4E YL 12 AUt U TS QAN fu
SIX| org 4+ US. WRAN NP B UK DL

WA 4 YOOR TE HYSO| oY HMI MoK XSO BU XIS

- T1u

il

= = [
HOoZ o|gotl UM} YO $F02 QXETE oI 3 XUFMo| ey
Cf. % Jo|E2fRle MHRACIM WH MYt ZASS Eutotn Ut o: J|EHo

2 Device Bulletin DB2006(04) ‘Single-use Medical Devices:
implications and consequences of Re-use®t Equipped to Care: The
Safe Use of Medical Devices in the 21st Century©l $XH Y&E°It. ol
2 Eot HARO| Jto|EEfQID} offio WSS Hrgotl UY.

The National Litigation Authority's Risk Management Standard
(Criterion 3.7: Maintenance of medical devices and equipment and
infection control criterion 4.9)

- The Health Care Standards including; First Domain- Safety and

Second Domain- Clinical and Cost effectiveness

3.5.3 The Regulatory requirement

UGG OIBI|IPPE MEUXY ALGXHOl W2 AGEX| FOW QRI|I|o| LAH
HZ 2ot 70| EH ol HEYUX ASXHS E401X| 9t Q|| 0|80
S/o] O|2 QIO WAYORS ANOILE AOHo] THOH MU WX OJRITME| oY XXUKH:
AQEYUX HCE UM Yolg RIS MM TS WASS o £IIPF WL
FIPYO| Gis) QIS Mo BTt TSt MDROMIM Lslg o2I|7IE NI SHY &
2 o2 | HBY £t YA BT WHEARY FUT HIMALS Y
Ch. MR Qg BII7|9] OPMAD WA Y MXUXLY HEMALS I|Z X
AZHE XY TS Uyl oy ALY U2 T 9BI|W, 9B M

Axt, E& 2 J|HOT YHAY QRIS B UAKPIR oY
oy QARI|IIH EaHel TH A

rlo

ﬂ
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e of UEE V1M WIDAY(guidance)@ YURHE UOR sjME 4 U

(MHRA, 2006).

7I) Health and Safety at Work Act 1974
UYlg oZI|7|19 XM U AAZS UUHH MIDp UHE FES AUOIL EXE

22 MUg U0l =547 "ok,

L) Part 1 of the Consumer Protection Act 1987

o|27|717t SMOITH= Aol WHX|Hl, ?[HEOXs T AWYS HO[X| Rt
= %9) Consumer Protection Act 19879 Part 19 HAMAU FF(Strict
liability Provision)dt £2 S32|2 QUAPMQ(QEI|I|IZ UL EAUYH| HHE LT

F9o Avftia)e JxH B & YUtk

tH) The General Product Safety Regulation 2005
UM E UAWXFE FI|717F AHIXE Al AMEEOXAHY B2 AH[XZ 3tz
Eo|R o MBECE 152 offier Zo| MGH
MMUXt(producer): MZYX Z2 FUUXE YUY °l= MDRO ¥ X
% FLo UM RI|7IE X (recondition)dte AfFESZ EESH AL
AN s s 2=21718 B2rY = Us HES FEE 2H[XOAH HIFoHoF &

- WOiXt(distributer): 3aYUM =7|719] Tl Y2 UIXIX| e WASE of

— a
s HEItY

o

o

At

2) The Medical Devices Regulations 2002
B3 UEY fHAYS T8 ME R WUEE FI|7|= SEY AHE L= F
A APOIM AHElE 22717l CEYUFS WLES o1 o[ ol 2g8J|7|9 |u

A QPHNS ERoHs SUNOl Q7XAS FAUcHs oujojct,

0F) Standards for Better Health (2005 Safety Domain C4b)

B8 (Department of Health, DOH)& 20044 7¥ ‘Standards for Better
Health(SfBH)'Z ZUOIRY. ol RE NHS XXO| HQgE J{Lstd, XFotd,
Auet ©ff Standards for Better Health(SfBH)E 12{3{of sttt Zdo|ot. HZ9|
29 Y3 (Healthcare commission)= %79 8 F42L=2 HZF(standard)2 ©|
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4% Ao, WY standard C49 Part b(R ®Huf FH-AWP)= SEl =717
X

=
MEOIL ol ‘o|27|7|9] USH o8 UAY TE YU AAsOLs oIt

H) HSC 1999/178 Variant Creutzfeldt-Jakob Disease
(vCJD)

AP) HSC 1999/179 (action iv)

o) Single-use medical devices: implications and consequences
of re-use MHRA DB 2006(04)
og7|7] EH orfier T2 BAPL AW ol UYEE Oist: ANo|H,
DB2006(04)°lM & ot iy EQIES FUOH FASD UL

o= M

DO NOT REUSE

Synonyms for this are:
- Single—use
- Use only once

. UG OBIPIIZ N I|I|e ALEOIX| YEZ o
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National Evidence-based Healthcare Collaborating Agency
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3.5.4 Technical Issue

WAFSS Qo QEOIN BIIIE MMATIO] MAFSEE WM MG ALgOHE XY
XSOof QI MIEUAHE XARGOLs 9| [efgre YFOHOROLH, ARI|IIIE ARl
Halg wf mEOr NMAAXIAE HIFOUOF UCH OPX|T Yol ORI\ HMALGO| el
Che 2 BX¥Y HIM, YSAE, FUAY AW HXD UK YT ABIPIPH ¥
9§02 MAE HOIW MEUXNSS MMAYL AT NF ATE 2UY T goo
W ALY YFHEE MIY WRE QUCH UM QAN YUY HAE
2 WS L UG QABIIH MMAWYOIM OfUSt 24 UOUX|, EI|I|E
SHS WYAZX, QEYI MY SN YSXO| U LIt U sl 97|
J|o] HXHSH MALGOR Qo) WAOH: UIREY PHE Ol HWE F OfLolA] of
SOCH(MHRA, 2006).
DAAHO Tps4: ALY A LY BH F I DAY, BAAYY oY
S MMABYOIM HE JH5 UYSLS O Mot HO| 2501 Yo
SO0 ®. ol EI7| MY B FF USY 4 YS. WHIABFOIE 2ol
O8] o XASY THS WXE OYEO|

o
(=]

I OpgEol fEepy YASX 9 4 Ao o

7L 4 Y2

SR MM QAN BI|I|Q FEU MHIYL ust QAN Jp5otT

E o277|9] BE 2HO| WIY £ UOIOF OF0, O] UIX|YOM HMHL e
H

- A= J[wea
UEE UFEHOooF &, o XTI 4X2 F2 FH(umens)t E+IAQYd 2 2gI|
219] A= MIXB2| o @A USoIH US

S GO QN BHO| Mo: 9BI|I|Y ME F URE UBHE T4Y £ O
A
o

SPH| XHEIOIOF . MMYHE UIEA M BAE ZWES HFots 2L WY 4
a

SN WU NN, QNI BUY L3S 9RIP|Y MUY we e @Y
BAZ QY 4 U FIUWYSUAL 52 250 bF T UYS 84 H,
SO CIE HOPE QWAL £ U

JAMQl ATY: GHEE WMIJYFOr AR oBI|I|E W22 Qudt Ay
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(fatigue-induced failure)@t dY(fracturing)2 WHANZE £ Us U™

(stress)Z ¥2 + U3, A€ S0 ¥Y§ £ EAI|(single use drill burs)

- U= & i

AFg ¥ RO Fol 2 B UsAE HAU EHE |FEY = AS. 28HA

WY MAHY BHO| HEEOLE YEOIEH TAHOIX|T, FAITPO| SL2E LF

X BEF or=Hl HBOH ¢S & US

Lefoj2 AY: Lo|22 o] Q= QFSTE UYNMETUES HEAF|HM Y

o HUES SAY. ol FTUUBALY ZHEEM UFUH FHS FEMNZ. L

2ol Ay 2 MFERPH(neurodegenerative disease)2E HXIIX| Y%

XgWol §g. D2fo|2 A AHH HIFSH TUE2 XY HFHYU HH

o e MPHS BAU. ARII|Y LGN HY HE2Y g9y, Y OOl L
o o

o
T |
o2 TN ] YHSPLY BENQl T YT BY. 4
o
=2

ZANT|T] YUBHN HEA] Uslg 9|RI|I|E ©f
3.5.5 Scope of the regulation

) Single patient use medical devices

‘Single Patient Use(TZt¥ ®Xt Arg)y=td BI|E 2g8717ls €9 =717
(Single use device)2e FHEOCOF $iCy. TY AUXF ArZo[Etn HI|E 9gI|7|e
FUSH §UXro| JHShM  XfARGOl IbESiTt. ol HFtte T17Iole YR FAT
(disposable slings), Yl€2°|X OiA3J(nebulizer masks) ¥2 Atgxoz XY

IYEHE 2= B9 Lk Y E(urinary catheters)S°l ZEEY.

'-r) limited use

.,.
aju
=
2
_°

SEIO(oF OF= 9Tl MY WS FH MM 2 4+ Ut
2 JiE B2 MMAQAL JZEOOF OFD MALGOl U MHSH J|=E XD Yo

Of ott}. Fofd MM U8 ZWOHX| FLF o7 ¢fof A A =0 2RI,
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3.6 I8 =9

3.6.1 ¢

S8 AU 2271718 SN QA &2 371X X[™HE 1990 directive on
active implantable medical devices, 1993/42 Directive concerning
medical devices, 121 1998 directive on in vitro diagnostic medical
deviceszZ /4=, ©| F 1993/42 Directive concerning medical devices?t
HMH XMool

20039 fHYYE ‘Report on the health implications of council
directive 93/42 EEC of 14 June 1993 concerning medical devices'& ¥
USSR, 2o LG 22717t XA EIX] OIoF &2 BAIStL UCH HE 3
=2 UG ARt MAMHEEX Fete RS EFOI] AT TAvt XS A4o}
CE ZYoF oA I|&0t UHY(TPD). SHX|T JEAY ZEE=E =915 29 ¢
g3 RI|7| Aol it HEHAU U e HYSIH(Popp, 2008). & YUY &
o= 717] MM J|&XQU ZHI HXHQ ZHMO| Xfo|o} EXSIH of={et Xfo|= Oof
gef 2ol AN M X2 FAEY + UH.

R, A5 BA 2 09 Y BFXHO| HMHHX o HHIH EE=He

_J'k_

FQol SHIMIH WHAH £G5S 2SOl FIIOLD UCH EY C2 IISE oY

ME QB A BYIS WY FA Moot
SN, WMol Fye glou WM EEXAM ¢lo| AEE jfott. EUL ¥ ANNE

o 9&717| XX it #FS X1 UX| ¥oF MEHQA MAMHXSO| MHAE
Heg o UGk OHX[TU JiE QI UM L= M2 Hr22 o|FoMY.

M, @t Z2 UR JFIEZ YUY =279 MMHE HIE FX|OHX|= FX|W
FHOHX| =t SHXIT o2 ¢t IrSO| MXE FOopQ| A4 ogI|&9] WM Oigh
It Bxotl #:2 spojAQ(controlled) XX 2ot %X %¥2(uncontrolled) XX
2o tigh XpELIr HESIGE HTE WL giof

HT

fou
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H 34 EU =71229| L3I 2=7(7| MAKS0ll CHEt 2IEH(20052 OlAl)

Regulated/accepted under

No legislation but
performed without quality

Not recommended but
performed without quality

g high quality standards

= oh a v standards standards
G

1 B17 0| F|lmz=A A
‘~ diot=2 OlAEL|O} ordHe
& = wE=IES O[Z2|0f
FERS ] maszt
Z2Ht7|o} atE|H|ot ADQl
(1]

2. A9l 2|5 0tL|o} o=
-3 TR £E} &tz
ERic

g

n—_—
pjjed

i

busby Buijpioqg

£

In assessment
AEZ|O}
EHAEET
SE2H|L|o}

by

QUAWOIE OILZ SUT FYL QUCh. SUN FUHL UL CF2 oM FK
g ot QUTH oIS SO JA TL ol A JNT el itk EY T
A

AMe QAo ¥eg 2A=7171Y MAES SXIotD UXT HHE XjHH &

o1§ 9|71t AHGED U ANOICH WO, YYACSOME MAYMAO| wHY |
S40| QUCh oYt IS WXt oMK, HAABNOIMY HSHY, WFH Mo
2 ZUOHCH SUAUA AAE FL U UG BI|I|O YA LY M
o FYL MHEYTE

3.6.2 LAEZF}

QAERot: X|FNX| U BSSO| MH, QHHIA, BIUYS AN WHY W XA
80| Tt 20| AtMo|CH OfX|gH QAEoh: UG 9YBI|I|Y MM L HASS
UUHOR QYOI UK YTh. YBIIIE UYFOE WX OofF W ALgISY HoZ
UXE o27|7| HEALY ZHO|H HEAL: o YL YYUW QTS WX| operh
oj2igt ZYHHE HF QAEAOpIN UG OATI|I|O WXAS S| WKL

YL FA ECL Ol HYUM HI UG ORI MALGOHOF Y T W



3E 2=7(7[2] ZHALSOH CHet Zeloie A

DMIE WREYUCE oY HIMoME o QAEoRYN Uolg o=I|7|9 XKt of
JIEI QK| X9t QHNSH WHOR XS Lord| Yot ML EEO| Yot

< QASLIAL OICH EUMOR UHHT P U HY ZUON Yo
$ 9BIPIS) MHAS HGooF WS FTHOIROD INMOZ ML WHe SuM
o

M
22 YXIUL(SUPPOMED, 2009).

A Ol
=2 T M

3.6.3 |9

Royal Decree(1991d 3¥ 4%)&= HH T2 TEH SPYAX| 3t AUg 9
271719 M™ZYEZE 6 g6t0 ATt Royal Decree BE 19 13.62 ek °|F7|7|%}
HZEAXO ol xjArZOl ettt Ho= PAIEH XAES Y > UALSE HHG X
HEo Eer FEHMA, FNAH, XY, BdA), MAHEIISe W HTE GEUBHOF ¢
Ot ofd UMk Z2 BEMz o|gX[Hol HA EHQ &G0 MBI W sy
LMoz Toltfof Stotn FA[SED UCE. WIOOfAM UZ oz T|7|Q X et XA}
SOl tigr AT RS AKX o2{t ApMO| XHAIZ-S B{IISHX] ¢3S Ot A2

orYcf(Callens, 2005).

r

Ity HEYXEO| MY
ORIt FAIE 2

gl tgt Mg X
o

il

O

*g

ALE FQols W MXUXIL o2I|T|of Ther oMK
ULl BTI MEUTHE A ALGOl UepMEr Aol

o MALGA] S 4 Qe WS WASXL Ml X ©ch JoIE g7t
Uy w0 obxter U AT WM Y MEUXIF WALGT 2L Q80| Uy oo
Of P MASID UTh. MIUXIL 1S9 BI|TIo| LAE FDIY L2 QNS X
AEID QUCHE AMMS 2T UACHH oIZY & 9 ALSOE WYX YECrs A
ojct, E9t UKO|ME UKXUX| XAl UISIO| ALG o|R|7|S MHots
HYPXIL YXHXZ AFE|OIOF YPCHs =YO| YI|E BTt OFX|S Tref Xfxy
o|Lt welo| SPYUK|O o8 O|ZOIMTHH, YXHUXIIL MEUXIZ ZHEE o
Che e ey Bt

UL WHAYXE SF FHS FLoHopI gt

L HEOP| YFHD MY Hx}

- HE2 F=H U (traceability)

dX Hu

fllo

i

£
=

A

T
(=]
=

b 2
o3 om
rir
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- A™ ;3 A|AHI(quality management system)2] A%

- EN 1SO 13485:2003% Z2 EZO| T2 QF

- GHO QA o

- A J|SAIgY ol (HE, A%, HeMY, BRI, MM MM, 59| LHHQU X,

7|78 DAY

L) x| ofxAN

HelH (Hospital law)dt Royal Decreel?No|ME 2 &7|7|8 XiX2st7| 9Tt e
o SIHAUME FXIot] UX| Y. Royal Decrees §5MEL HHON Ao HOE
Hoar2 FH|$ICt, o|2{%t AtMO| Royal Decree?t H¢l YioMel Qg7|7] XX o
e M2 282 HEotd UX| %21 WEL °lYHY. Royal Decreed 12X& FYEA
Of THYH HHYGAIS Y MAUTRS [PTUCE FHUY S MAUX|= At AT BT

a
&2 TSI WY 4 WIS FREX %00 INEX FETh HE W YolH XK

HAPSHOGH $HTE EiQO| Welo| TiYt WS art. 17noviesdl HEW YAMOZ e
WXt MR Mo ot WS PUAAIL F4OK| %S IS Ol MAL
S MMM BFO|, @Al Ut B2 FuHY FAT

3k MA2T} FX|EO| YUX| POOR XFHOZ oL Y

OFEN FHUAAE X FEStE HWAIIPIE "QUt:s AolY. Royal Decree
EYEEZ HHE(Flemish Ministry)e ¢ %3

=
HBto| Yom Ik

—

2 2 YU A ool WHAS IXY 4 & UL Uy
§ 971719 WML WY WA T2 HYEOOF O[5 EN 1SO 13485/2003°
T W [ AAWE IHHOF L,

—az=

17) Royal Decree(1991H 38 42)= HEO| SIHYMZE 2A=27|7|1E Mx2lsk= Aol et FXIzeS =g

St UAX| BC.
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o) MY 25
OPMYt BES ALGOPX| YECIH HUL ofof UM MG FHof girt Uslg 97|

Jl9) WML DEQ Y 2L FEOUOHE STk ©QO] MXE MUY (product

liability law)oollM MZAXt z2

O IS PN X FEOIX| RU FQ(BYMYU BE) MU Hof Yk,

ALG 97|79 XL WU PAF MAS XHU H3X}

2ot © B9 M3Xt YUK} MAS Hof gt

&2

M

=
2t
i
187
el
=
1o
=
=
2

i) QX" F9 (informed consent)
URSS AZAHE WUSPY UX|SHEH LR DE FHE AQY WY UL o

o YX= BHBIIZHE 2 XTHo| o MY S ¢ FIYS ¥ AT N
[}

WO EAME B

gl
I \J
flo
2
L
0

AN M2E HENH

Jp
=
]
H1
J
H
o
rin
L
e ;
ot
(14°]
=
fl
=]
oo
o
rir
uy of
rie
rlo
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o
re
uz
HT
o[i
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rg
2
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i
. o8 4>
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r=<

x
2
WHMAS 9IoLo OPHUNIS MY T e
H
[=]

= a
N BES N9 B9 UL YUSOHEH TR,

3.6.4 o3

QO = LG AR7|719 HAGOl SG=H MXE LeZ =I7|E Arget
AFEXE(AANCZ 2A=21217F HYHOZ2 QS| ArGETE ol Uit 1 xyol U
Ltf(Danish law on medical doctors). MEXQ M7t HOFIYN IH5otH HH
OF O399 HH & QAo UH.

19964 AlYE HEXAM(T777H B HA)AMM & 56.6%7 B, 43.4%7 H|EZ
ofo] UG 2rI7|E MAEOte RNCE ZAHUH. &7I719 % 50%7f 5-10%
A2 s MEiE UG HH 43971 Lol g g7|7|9 HAHGO tigt YMZ It

fou
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P [= =T

—

H X2zl MALE FH=E{of et A+t

X|1 QO oS Welo| o 71.5067t MALGYA gt AT} gl HOT ey
1908W ZAN| L2W 19964 MALGECN Hlol WotX: YL WD ok me

AN 2LYG 277 XjAES IOt FMS JHESID WY WEo|HD FHOR

-

2006'd AYE 230 G2H HFZA0| FEY 1670 58U F
= =]

N
=
off
rie
=
R
r

rlo o

o = =
ALlg oZI|7|9 MAIEO JPHE 4 U BE HXP So| YUSKE BF USY 2

Aol (Jensen, 2008).

3.6.5 184

Jd3AL FHO| O AT XNTE QT WM FHY M ERY glo] Yug o=
719 xYxE SeyED Ut

(http://www.medicaldevicestoday.com/2008/06/european-commis.html).

B WOl U AEHOIM UG OJBI|I|Q YALGO| O|ROX|D UCh. CrEt EATY
39| ofAo| T YHAY Ae§ ORI|TIE MALSS OISXIF A WM MYUS X

EItH(2005).

3.6.7 gL

Justice Court Z3Z2 YASO| ¥U9g =2)719 MEAS +Wote S aX[oL
AL oz HXYUX 22 N SPgUXls HEEHX ¥= AolH. 1™ 4911
Justice Court¥ Z¥2 SHAM ARI|7IMFZ dXotHs HH W2HZ I Medical
Device European Directive®|| 7|Zx3$tct,

LPAE SYY| HAgT|UO QAE| Uis] UG 2A=7|7|9 XAHEE aX|8te

THIE 2D UKW AHE HAFHANM ol FHHOIXE ¥2W Fi(guidance)E 1
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MY 4 YUCh OHXE AN UG BI|I|Y WAGS AISE otolF Ho| ool
Cf A2OX DYAL 0| FXo| joiA MZUXFSO gt LM FHE XD UK
OPOD| T o7} QUAWS FUOZ O|FOX|I YOB TFAL of o Fojern
oAt

Dato|e MYOR FXEL WA DA UHO| UYH YUUAS Yo TFAL s
o wslg 9IBI|7|Q AGS HAOHD ULk ool  MMAYUXO| os ALl syt

&% % abdominal biopsy clamps®| AP HHEX|T FHHOZ UB|GTr At
4

SIEE ot WS WHCH BP9 MM QIFEAL WS MTEC AUNMo=

H Paspg-23uaping |PUCIIDN

DA HART|IULS F- AHPr U2 WX Lg A=2[7| Ao Gisi of2
FAIOtD ALH o =T|7| SfLBLo| TS YU/ M Hi(risk/benefit ratio)E 1@

IY3|oa}

3

3.6.8 ¥7I4

TAH HF JO|ERI(The official sterilization guideline)2 %34 °jg7|7|
It MMM I17] MEQ HE Jbe/dd MEIFONM Y = Us &Y It
OF QA% MMM = QA ®C= HLSLD YY. 1996 National Health
Scientific Committee HA| 9§ 2&7|7|9 MHUA| BIGstE HYHME WHY
o.

(US Department of Commerce. 2008).

OIr

3.6.9 oo}

oot WX Yt °|FIIS WHASL ULt 20054 4Y HEE oA
o|ZoiX|L Aolg O|FT|9| XA WAL e FMOHCL. OHXT FRE Azl o
JPlet WK oRT7I9 FSHS KXY 4+ U FEU JISH 23t A AEoIX]

OF N0 XXAE FXIOHL YK YTHO).

— = W

18) personal contact: Thierry SIRDEY(Chef de I'Unitl d'Evaluation et de Contrlle du Marchides
Dispositifs Midicaux), French Health Products Safety Agency (Afssaps)

19) personal contact: Francesco Tessarole, PhD(Biophysics & Biosignals Laboratory, Dept of
physics, Univ of Trento)
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3.6.10 =29¢9|

1o

re

=
o
o

1993/42 Directive concerning medical devices? XM£0= Ag|g 2|77|7|
of MXMIE oGOt UTt. UYG AFI|7|Y Ao o 3 &
o|2717] X tiPt SEHEXE= AN, UG I UL FHE A2H XA
g QFII|e "HAYR(Health Authority) iAo of2f OFMoj| st @ AArgE FE
o] 3FAPIe WHUOAM HME HEFL22 FHT(C|YF, 2004; NZHTA, 2004).

3.6.11 x=2&x4

1993/42 Directive concerning medical devices Hg O EZ2EZoAE=
77%7F MAIBEIUX[T Directive OlF ©lE Z4171 Aol HMAHEES SXIotAH. 2
T2 MMt =& I AAE "oiMM AY, eXiep Ao AMS AYS= A
o7 W= UFo|Y. ALG orI|7|9 XX 7F MDD 93/42/EECXIAMAIY 229 &

SERESI

fllo

FEY £ Uy HUY(US Department of Commerce,

2008).

3.6.12 A

AU UG 2=I|7|9 HAGS BREHOZE [NOIL UY. XHE o= ¥

Fot0 mEtA B2 EUQ Medical Devices Directivesg %
Yop HI3X; M2 UK UM ZEAXIY FU AHE YA =Y. HHA
2|el Uog 9EII|E MDD  93/42/EECY  |EQIFAIY(Essential
Requirement)2 FZEAIZOFI ¢tch, U2 o2 7|719F MAEEIUS W 257|719 O
T8Ol THOHAM tgdo] AW MUZ XOf PhCp ool X Eot SFO Hier Hee MYy
2 Swedish Medical Devices Act(1993;584)2 SOSFS 2001;129 Article
8-12°1M wHEO AH. YYF 2=I|7|9 HAEEZ METHA A= L3FU
(post-market surveillance requirements) £2 52 X Y2 HXFOfH|

HICA] QIX|EH T2 (Informed consent)E Wofo} Sty (TPD, 2005).

of
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3.6.13 &4

US| R o|g7|7|9 AAIGS HIDFX| Y=t AYA AMOAUMQ Swissmedic2 Y&
olg7|7|9 MArEEZ BXRAUMOZ FX|of= A2 ofyY. CfA| U3l US|E °lgI|7|E X
A2 M E MEE =271 UEIEXE MEAH HEYd HIPEXF(conformity
assessment procedure)E HXMOF ottt XXM = FEG=O| <3 yingo=z H

O|E|0 EXof|F| QEA] NX|E FYS ¥OpoF ¢Hy(MDD 93/42/EEC)20).

3.6.14 AHQl

A FEe LG 279 MARES SX%te =SS XX[ote UHLl=E 2R
S, HARE MM U [A4%¥S HILE ZIGAUL. Royal Decree 414/96
8§59 MZEYUXE 2® Afgol IEr EI|71%F ArGEEE EWHoZ ARotL UY.
20019 7¥ Communication from Subdirection General de Productos
Sanitarios-Ministerio de sanidad y consumo®lXe XiX2[st U2 987|727}t
XA HEol FOH UG ARI|7| ofmEt AT YA HHO=Z HI UH.
o2 9RIIIIE MM Otz HUZ TRHU QA0 UX[BtY UZES FYMOF dtE=
HZAXTZ Py, PO BE SFZ AFONM HIZA| 23 Ao FUMN T

H 3EAZ FFEAFHOF U

CEDEST= 2HQ oM FHEASHH HMH=I[ O|FO{X|d UYs H2=ZE ARG
(A3 3.2). SHX|T oYt Hxt= FUH LEEE T2 ohYt YFH T
Bel= Aol ofHW Ci2o] UXZHE QUX|EH FAYE Y2 AL oYL, TEpM gelnt
HAYMIIIS0l SYHQAU Yo = Qs HHQU 259 YHS AU UG,

2 AS0M XX et Tttt SXI= FEAM FHE YEoiM AAZ St=

YHAU MMYDK| FX[OfX] RO FHOIRL. AU of tier wgol gL

(=]

=

O YL ALSIAT UG ABIPIY AN UL MR FHE HTY 4 Ut
S| c

18

-_?"=J
r4n.'n_4"

T M
x|%o| o 85060 Lt

ALigo2 BIIY 9BI|IIS ULE WHAS LYOHs U0 UEryrt of
o

{0 WHOIAT MGG, OPK|T AWl orE

pi
fuin
)

20) personal contact: Stev Mutti. Swissmedic(Schweizerisches Heilmittelinstitut)
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g 2710 UEE A2 29H /Y + UHs M2 B

% 100 -
20
S0 A~
80
70 1 819 oo
| 575 571
60 528 526 g3
487 475
50 ~ i
414
40 A 35 348
333 404
30 ~
20 A 17,9
10 .7 I
0 - T 1 1 1 1 T 1 1 1 T 1 1 1
N S & o 3% & o
) < )
\){92' \\é}’ ,59 QG’ & ~Q\® (\Q’ C:b( \Qf') \66; '\-é d \\\G; '(\@ 5)0 Q)e'
& F U & P FR R S & &
K:Q b(;o @,\ Koﬂo P < S <& (}fo G;;b '55\ \5'} & ¥ 2 {\\
& S & N E K SE e 8
& TS S © S RS ©
N X O Q% & & P & ~ o
o Q ASHEEN & & A < S &
2 (e) oS X ) N) @B 2D
OQ e@ ‘?'$ &’b Q‘Q O&
e 5° oY &
® &

a3 32 AHQl DiE2IE X|HO| YUSE 9=7|7(2] MHAEE

3.6.15 YIE&L

IEACOIME SUT QA o2 1 ALGIHSU QRI|I|S UG Ao £
D AN YTh 9RII7|Y MEUXIL BIIIITE ARGl MUK, Hury HQ of
X

BX2 X2 IF O|FO{XOF St=X[of Tis{ EIISHOF L.

!

N

HASS QeiME BIITO| HH ZT|7|9 MEUX HASS AV M
AooF ofD MEQXHE BB SOIOHOF QHCh. XALGOl UZH Ito|Eatelo] gt
HEGXE MLl FOOIX| %S FQ 010 YSHOR Ao Ip5ot 1o
glojMs o ETt ols 2I|7|9| AQXK(QRII)I MEZ ool BTt WM
ol RFEAS F4OHD UM ZUL WYY £ YLK Ojpo| LHUCH TOF OO

=T
2ol Ampore Al
X

Xt

Lt
2

M m
flo o
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A D HMHEOL wHo] QICtE 3102 JpyHCt X

Hﬂ u

MO MM UXIL EXATH(Kraus, 2004).



USIE o|=27(7]2] ZHALZOl CHEH ZBIE &AL
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) ¢&

200449 2% oY HHOQI oW H|0209003T0M THHL ZF L8 HXAH|
U2 RI|7|7t MASEHD USES Aot LG =70 Uit zerHolY LY
o] BXIE Yol deolH AWPS T EFY = e T A=7IHANM XAHES O
X| 2oz ZXE HOIEE St¥T(°l2lF, 2004).

Koh2t Kawahara(2005)2 =&° T=2WH AU=%M endoscopic surgical
devices?| ¥L|g Mo Ts FHSIA CHROIX|D UX| 1 UG =TI ofet
SAXQU A AMAHO] BXjoITt Aot YTt EI HALqZ U FAXI; WHEE
2 MAFELZ AUTH AYO UidH HMHZE AX|SHX] ROt YOH UG 2zI[7|2 XfAt
&l gt SHIE =TI =0l AYE Mol ¢t o Ao TEH U2 XY
AR ElE UBoTI|7(9 HIEE O <E 3.5>¢ ZL. 2000d%Es e BE HY
ol UG o=I|7IE MAHEOID UH A Y 2003H ZAIME XAGS HE&O|

WOI|E HOE Rt

H 35 9=r|HdE EA

20004 20034
THALS/ZHA| HIE THARS/FX| HIE
S38H 112/120 93.3 101/120 84.2
ChetHa 36/39 92.3 31/39 79.5
7|Et 187/189 98.9 168/189 88.9
A 335/348 96.3 300/348 86.2
) qiE

a2 2o)g 9=I|7|9] MXNHE 3Fotu UAX| FXIUU MAIf L2 JAOHH 2
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1

S4D2Y3|oaH
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pjjed

i

usby Buipioq

£

Y A X=Xz HALE E=lol| et S

HeloM ojFojX|n ot PRIt XY o7T|7[7| LHHS AGS YOI A
U=0| AL k21,
o) AopEE

UG OAFI|7|7F X W KAGEEX|O| i3t YHE HAGI| G2H FEHI L
st Argro|ct, oFX|QF Health Science Authority= 238 °|&7|7|7t XjAIE S ¢

of XM= Q& EHE UFCITY(US Department of Commerce. 2008).

3.7 &84
FHEA 2H XH ©Wol AN HE Ut MM @xfo] ddol izt /9

x)
o QWS QU 4 UTh IHOE oMol P UCHs U2 WOIK| UL AEHol
WS IXT Ot AS EPOR| YTL X Yslg 9JBI|I|9 X2 FX|= T3l
S0l o|ZoiXE FH| A $o| BMAS WSI Ot US| WA 2XE
oLt UL|GIRTI|T|O MAAS Yo FHH AP YL 2SI AT UX| o
Of BX7} El& X, OPMOX| Yt MM UYL HUMOT FUAL 4 USE ot Y
of £22 ECt. 1T UM EEoto| SUT UFH A Pt FH o FL ot
J %

L-I InJ Fgeld

=l aals = ot k=1
Nge X = 8:;;“'” *'"%"gﬂ%e 25 Jueme vue
SYAETE), EEE = %=, 2t EEIPNIESTE
AnQl, @AEa(o} HOk, A, Ui BRixe) =21, ERIC,
magy, Wlof, =29ol, SEfRle, e, | Hoimalst B3,
FHUCHOIES, | WIgRls, sHUCkR) | S2IElA SBHo), | AlEE, U g
TAYAE FF) JECAPNCEN

21) personal contact: Wang, Ming-Che, Center for Drug Evaluation
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e s12 Q2717| MZEYX= 2A=7(7|7 RHARSO| HE6hK, "*3.:.*%* &%
O HXP7 MASHK|o CHalf HAlsHOF &
U3l 2QE7|7(of St wHle glel MAMeElE 2RI |7I=
L=90] 518 HAZ=sHA0]| met oo et 2TArRES S&6] A=
EHLI0A AALEl KIZoZ Kol
LAQAE 2] 20053 Hospital and Health Care Facility Standards
Z=Z(FHLiCh) = Regulation2 £H5l0] 23 227|7|9 AFRE ZX[6iFS

20084 10 31 criticalZt semi-critical ¥3|l& 2|=27|7|9
F-HExE AMESHK| = | MA2IE ST A2 HoEh T XI3XF x| ERIA
(ZHLtCh Ag g MA2ZIE LY BF #HE=0l s xix2|e Xt & MH|l=
&2Ix|0jof &
S L= TEHYUKREE A | deBez BI|E 2FT(7(|2 RHARZO| BIHSEK|TE ZXIBEE SlS
oI5| 5 = oIXI2 oix|O = 20]
CHot ot Al xHillamloﬂlilg-:ii: EH;._A%O—!’S*' 21 U2 SAX|TH JHEH RN
siolE s12 J(H)_k 2 oi8=H HHE ’1'.‘0'8_ 25 Mf%ﬂoilﬂl P =N
U3 Q=7(7(9 MABES SKlst= deo] E
o 12 Z.glz o2 AM m2slolMel U3 Q=77 MXE 5i8st
NS
Ot EHt 25| 1999 0|2 High risk critical €3 2|27|7|2| MAIRS
(FHLECE) X6t UAS
st 7 2 A 2ol Y Q=77 MA2IE SEE.
o= 518 U3 2A=7(7| MA2I7t T2 X2 HME Sl 0|F{X|H,
HEOA AlME A AHA 7IE0| HEeor &
U3 2E7|7(2 MARB2 =2 HN £FS SFEAIIEE
oo 51 HEE. & g9 MRl et Y38 2=7|7|9 MMAMEE
X6t UXl= 4=
N ] Critical,_ Semi-critical 9|§7|7_|E 5{71= X1|3Xf_9| RHE{ 2| X}l
==} AESHK| °=tE 9_|3H Mxz|7t 0|20 RICtei= 61%EI7_(I oAs. Eot HIIER 2
HLich xE Hog =2 ’5.*8_ =S ?P‘._l QE7|7l= XAzl Y XA S SIX| L2
AE d™sA Eosta US
Atz Sxiolx|EH A3t C’E'S_;ZIO |F7|7(0f CHet Al AURZ SiX|Th JHEHHE RN
R&2[7F ol RUX| US
sl 9|z7|7|9] XiX{Zl= MDD93/42/EEC DirectiveE
AL (SE=2 EZA7{0} & U3 2A=7(712| MALZOl CHSt AIEEQl 2=
=22 SE2 X2 2XIoA BtEA] 2UX|E S2IE 2hotof &
ARSIR| oH A%’-I_A Alokd Swissmedic_% sl ; o|27|7|12 MMARE FxA
AQA - X6k A2 Oofd. THAIESY 42 M EXE MZE Satshof
xg Hog =
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ZEh I X2zl MARE BEof e A7

AR
=27} _H & 3zt
SIEHE
Royal Decree 414/1995= 9| =l AIREX0| W2l AIREEE
Al =X| ool US| 2277|129 XX2l7t etXtolA o] EchH
0|2 gHo=z =211 Q=2
oI5| o St DAI™MO| olxte ofx|Ot HHEH 2]
ol oI x|al Al 238 o|Z7|7[0f cHet SAXRl AR AUX|TH JHEHRN|A
MAE[7t 0|2 K| US
CriticalZ} Semi-critical & &9o| AL {712 X|I3Xte]
A2 HXto| 2la RHAM2|7t ElC2te RHAKE E|H{A= o ElCtD
AHE AFBSHR| o= —° e S
i A5t Q. ollE 2= Semi-critical Y38 Q27|7|=
(ZHLtCh Ag Host _
ORI Cloff MEsICtD Hrikl= Z? Q| SIXtE
e E= TAEE = US
o HAL0| ol LsIE 2=717|2] MA2|of CHEH YA URS
S1&5HK| e4X|Tt olo olalg - o= C xixHOIO
o= A X1 U, LB 2=RTV|7IE MALESIHA ZE HEMAUS
< A2 XL, THAFEXIZR 0|1 E
QAEZ|O} = A3 o=7(7]19] MAIRE SHoZE AT UX| LAz
CriticalZt Semi-critical ¥3|E227|7|12 HE &2
2EH|R A5 = | 7IEIQIZR 7| Z0IMS] MA2lE SXI6tE el HHME HESH=
(FHLtC ANg g 2HAl SHOlMQ] XMIBXES| RHAMZ|ZXI st ZHXEIE U SHESt
(o) k=2
PV =]
ol=ralof AIZSHK| = | Y20 oIt ARME i, RHALSO| A= UK 42
= 2Ng g AEHOIAN T=o| ZM HFESH Q0| fYET US
= e 19974 CJDQ| 2|&o] U= B MMAEES SXIAZSLt 0]2/9]
S ) . e
(FHLtCh < EIXtol7A| AFZEl cardiac catheter| AR S AR FHESIRUS
A3|E 2oZ7|7]9] ALES &tXtel otME IEHEA St
z=ezt =x| MDD93/42/EEC Directive7t SXIE 4 QUCH= S ZHst 4
oHS
HAD
OIALS 0| CHEH YslEo HEE AIRS X5k QX|ot
mata Sx|EDA) AFSOl CHal Y322 7(7(0f et RHALES SXIsta UX|E
AKX AMZO0| O|R0X|= AFez2 X0l HIEZ0| /US
_ BIEAl MIZEAL 2l 7|&E SHUE ARE00F & & AMEX=
oizt= =X| i} _
MIZ=ALS| QLHXIRIO 2t BE O E|0foF &
st AIBSHX| = | Y3E 2=7(7|7F RHXM2ITFYoA =Ll HE, 7[s&ate
ANg Hogt 7ts40| U] FXZE Hithst=s LR
U3 9|Z27|719] MA2IE AFA=O =ol= = 75t
= 5E U3 2=7|7I1E MA2I5t7| fsiAM TGACIA Hot= HES)
N2 -HiS
o= | sl |
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4.1 Y=\t

4.1.1 W3 R LYY %

0] FDAE ‘Medical Device User Fee and Mordernization Act of 2002
oflM XHAFE 22G A=|7|of tish AT W EPY XEE HIEUOr FALEE o U
X9 (FDA, 2006), MEAAFTATY Lo Ag7|7| HFATOUM A=17[9] I|=
YoM 228U F 1Al YU ArgE Tt MAES IHCIH EHE
SHAl £ Ao 2=71719 XAMES FX[otd ACK(CI2F, 2004) A=Y HA
U2 FHEHe AFEHAM Aot A o FIMAHGOIEEtE B[
QURFSHX %21 WEol o =+ ol MAEStE AElE USOl AZUANM EHE=E U
S(HYAHCIE, 2009).

ok Ok H2
rg¢ oo
o —>-
=

=

rir

I_

_\5_

flo

2 7L UG o=T|7| MMASH ARG TS FMO| LI HAZ 1otol
MGUX|Q ojer UK IOl HES SO FMH Uor
(=]

G

O
=2
o oAl FUMOID £HY YEE HFOI| OIS 2oYEIULL,

19704012t 198040l SAAEY 2L WS THE UYGORT AL Y
o AJALE|T, wo| SatE|n) WIHE|S o|27|7|7} FItoA| HUC. Yol
ALl Arge 9BIPI|Y J|5, B, LA AHO| WS LAY Y MHAY Ag|gol
BI1719| A FF WM HI%% FO|T, WAL M| WS YAT|T| Yol L

FHog oiYf(Polisena et al., 2008).

o
Lo
Hu
N
N
Lo

200449 Y FUHIYH 3171, F 100ME WLz 3T A=A oty =
W ojz2| MUXOo= XjArZO| O|f0X|d UsX|of Wit HEHZAN, =2 ZUE 3t
BlE{(suction catheter) 74.05%, L- FY(feeding L-tube) 30.08%, ©°[H|Q1¥
g H(ENT-Bur) 16.54%, H@&EXt& FMUIHE(PTCA balloon catheter)
16.67%, =8 E=&3(operational trocar) 27.27%, AHEA12 AHX(forcep)
51.15%, X% SH(rectal tube) 61.65%2 MAIREQUCH. AUs|Bo|RT|7|9] XX
Bl 3Y¥TadY £&H40M 43.18%, F¥saH, &, UEUYM 21.21%=



9

o

A 27 €28 2=7|719] MALSo chet ey, Red g+

D5 AN W=D AAUH(O1YF, 2004).

AFU YN L GOART|T|Qf MAFGOY UTE AF oot AFHHMEAMY
GOIEE HMEE, TU4 2000-73; oM FTULYHEE o[ & 7|8X| L&
AlEgEol T2 J[UX] WAZOIY gAY BFoRE FEOM J|UX| G FHUPTIEHE =

SAIIS0I0 1/5+ZF22 AYOIQTGFEHUANFIIY dAPIEXY). 1 o
20034 5% ABUHM o=7|A%M dBr&°l MEEHE TUIEHIEY HArger A
= HIUSIRON, BT = HUAM A 30—50%7F HAEEHL USS 019 Aty
H O|%ZE M= METIRT(CI1AF, 2004).

HASXE 04 2004-12; o 92 T & JMEHE T 29§ ARIIIIE M2
501 HIEAGY + UATF Fotu Ao, AFPHYM= LR ARI|I|9 HHUFAH X
Prade “HIFUN/AIGHUS"E FOPL DAOM FYots HEARE QAU LE FF
HotAT. olmje] MArg oj27|2|9 U2 AAHIE (Biopsy needle), E¥(Drill),
H(Bur), X¥ 2% Xg, FHH A& ARIIZICHEHE FJ(catheters), W7 eH
FtIE|(Electrophysiology catheters)), #H3-2%3%- 8434 AM&M=CH, &
Xf, HEIDFOIATH(CIF, 2004). 1 °lF UM UL|GogTI|7|9 X{jA{GO
PO AZBHZOM XHLFS T HIGEZO O 059 =7[7] LG Ao gt
2719 WEE HAEATH(E=3H, 2005.12. 138 =X1&).

SHH, T1A] 2006-112, o FHURIEHEHE o83 F|UX| AF&A catheterd!
B2IET geraet U MAYTIE 171 AFYUOZMN YHEALZ S APAY QFOHX] &
UCE oo OFU LY G ATI|I| HrEAZS QAUHIIRE QPO QUHM A9
Wire Stone Basket, ZOMYLCX{&dR&A|2] Balloon Dilatation Catheter, Z 14
HEMHH=A2 FIEE, stone basket, FLHH|ZH AXs FM JEHEY, G-wire
1, WABH B8 L0 AYa FH IMEHE HYIES 1HE Er MYOIEE
o UL G 2=I|719 MAG UFS ZROIA.

OEfM ® AFHUN oM E BAEXIIESE T4 2008-88; °IM C1e™I1T
JIR)e Y 1/3 Uz RIPIHE MPste AL T2 YR UG g

7|9| MALES ANorD QUCk,

LU UG QEY|7| U [AFS MHEH, 9gI|I|9 U - HEUME
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=
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ra
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o=217] 87t U Al HESMO 2YgolEtes BAE OIER RN(YRI|7IE H21
THAT O 2 W AYHE M27X)E0] AL, UYF Y=I|7] HME - A+E ¥R
o=P1Y R UH Ao T ARI|II= JIEEM T UMY MUAME HH AW
o 37tE HMOF dt4, UL o=7|7|U EL HAF R SIEAE UH. F, A=)
7] HEEMO 18U B gYgolEE BMU OSIEE A% (A=I7IY M21EXH42
X AYHA H27X)E O UL, UG ARI[I|Of T P Fo| X UYF oY=
7| XA X HAREOl iR M| R Aol UG, UM = I|EfIMIYALEO|
UFH LG A=|7I0f it HH B - 2FYYE - WAE L SOl o Y 3%

4.1.2 Y9 § oq=I|I|°| U He

Ul BIPIE UG Mg WAL L HMX| S T|EMOl HH|ZHE MR
obN JIE[EIY e M| FHRAS TR It SHY RI|I|MK| WeiI} Cropoit,
WMDY D7t Yolg BI|I|E BARHICl UK MM ool 4T 202 o

229 2YoME HHS II™¥YHY(Lee et al., 2007).

Uolg 9|F7|7|(Single use medical device)™, $HH Arg0| gl = oF
o] ANaFU ot EXfoA Argol o=H, B RI|7IE 20Tt

ol g 2ARI|IIE I[&07] S YUHOZ AGEHE 227)7] R¥0 OE = &
FE IUY A=2171EEY A=717] &0 HXOEH o Bl 2T,

H1 U3 9&7|7|9] £E(Spaulding, 1971)

o=7|7| #=2 LHE
1&&(non-critical device) etHo= SXtel MESIA| 4L HX| DR MEs= 25

2~352(semi-critical device)

Hotof| ™=sHX|2, BESHK= 42, E= non-sterile body
cavitiesO| MU=

r|r
4o
i

45

. . LI E gSsote 20| ULt MUt HE, = o=
(critical device) _
FE2 MZo M= EF




olstx Tyt UG O=71710] AR CHet OFXA, REN T

Yol o|g7|7|(Original device)@, ME2, AMZEX| #2 UG og7|7|§ 20|
grct.

X2 (reprocessed) LG A=I[7|, Ol0] AXIYH| ArGE L, HXH| U
Ol oz ArZE7] Aol FIMO=2 X2 (processing)® MZE(manufacturing)E 2
22 o= Y9 2 m7|7|(Center for Devices and Radiological Health,
2006).

X2 (reprocessing) ¥, AFEIUAY AHGEX 10 JHeet 2FS
7] Aol +WEE RE HUS(NESA, MA, BF, IS ot

HArg (reuse)™, Arg Fo| HBIMse HHYYZE FY AX
o|g71712t ¥og rIPIE EUN ARI|7|9 HrEH At
Ct(Ontario Hospital Association, 2004).

i

Xty ZH|o}

b o2 #XSoNAl A
T

S oy Argg oot

4.1.3 BH

0jZ, HHUCH(REIQ 22 F Wy), XSt Y QAL Yulg =TI |
Atg L AHo| et FHOIL BAYI UDAYO| MOl UX| GX|I, I 7t
o SZOIM X2 WYL Luefgrct

Dot Yolg BI7| FIF, MBOIGBUMAY AFLHUU WAL U3t oA, o
Z9%, MM Y BELLoIO| Uizt Olk OO UYFOYTI|T| HALGL HHo
gt 9ol oW BT, QAW AW, UYGRI|I|Y V5 MM, HIGHIY, WH.MY

SX|, BAQYZMU|A K] QHHO| THY 0| o| ek,

r_>J

Qa0 N $UtO| ALSIH O|ATt EJo| & UG ZT|7|Qf MALGOl tHot] Uk
MEILet YMAYKL Afolo| Ofx o] ERorn, FFFAYAULONN LG 2|77
ARG B Y MEAY ORNS UDOH: SO ARH.EN BHZ HEHO| HAE X

A UM SHH A BH S AT HAXHA ZAHE Y0t FIIE T OlSHUAIX}
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A4

B H =21z MAE o et AT

SRR

HotE oeXpAWOlM AXXpAL JLOfep HHUE H|GOR XjAIZE 2ARI|I|IE HEL

ASD LIS o7 Yo RPEE

o] Wwet(trade off)°| YAt WY
HOZE ArgEHE €9g =279
HArgel WY, Y, HIEo d¥S

H|2 Ztof] J2|0 YULGOF ApgStn e I 2
Ho|tk(Lee et al., 2007). £ 1Ifo|HA YUt
0ot Bote XMAME B SpoflM UG 9g7|7|9
ooy, mEpMq &2 Ay

AP ZHor=H #

t
o SHZ =Y XA FMA XM Aol AL EA} UF 2=T|7[Y XA H

=11
o WEOE SUH 3AE EHE ¢

[L5

PRI HUYS BIIY TY HAS HHIOr Ay

ra

Z7t%t stakeholder2t?| ¥oIE FoI9 ZE2Z =&05t1UX} ¢t

HEHOZ, & ARoIME T2

=
ne

N
ne

.3 H4%H

4.3.1 718

rie

g 2=7I1719] MAE2 YUY
Yg A=Z[719 HAE2S A%

uZo| FHE £O| ATE LYY
HOZ QHHOMI?

2 o
2 mAEIty

1AL

J2
lo

A3y WHEL2 20099 AHRQ(Agency for Healthcare Research and

Quality)?| Hmzd} DH(comparative effectiveness reviews)2 3t 7|&9]

SWHE NN SUDMES DY YRIISFIMIHEL EYUSH HOF WECL: YHME

AU Y (relevance)oll USH HIt Yo HF MAT AHH SUDMO| LY M

o
¥
N

A =0 AXo| TANO| HO

[

12

Mo

o
3

Ct.

J|E0 EUE HAYIULE ENHE otz HAl

¥ & (Compensated review using existing Systematic reviews)2 +%
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OIXA 25AM o

[N e )

ZEZFH (o] MEwlEE AMSTARE E 20| ST Best available
CHst SR, MA | SRMNIIESR | ) 0|23t ,51?7} high quality evidencez
25 ZM L olLtmAERl | e =S SRQI7? AHE
- SRZIA7 |7t
sHe 19 Toj
ELHIC’._* Zot e %HTE;_E?.I
Ee) x12 sl 2 5t = ==
 Mwze
2 pBZM %—r.M?I': b ad ) KB EE
| uxiein ol
O 41 AMAN o 2
4.3.2 1HZ Y A1E2 13OI= E

3 2% (Type of studies)
1) 24 X 2o FI HM
- B A A (randomized controlled trials)

- MY™ AT E A-l(prospective cohort studies)

3
|1 A (comparative studies)
- FY ¥ (case series)

- AHM A3(in vitro studies)
W A(in vivo studies)

2t 4% A+ (in human studies)

2) 29 HAN TUDE A

- HAI® FHOE AL(systematic review)

A3 4% (Type of participants)

- Yol g 9|8 7|7|(single use medical devices; SUDs)
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3

Xl

—

B H =21z MAE o et AT

MY (Type of interventions)
- U2 97 7|7|9 XAt (reuse of SUDs)

Hlu2(Type of comparison)

- U3] ArgEH U3E °|87|7|(one-time use of SUDs)

o # M (Type of outcome measures)

Uxt olg A (primary outcomes)
2

- 4Y s

- A E

- HX2(UJORHE YEA UG 5
- UMH X|E(clinical parameters)

O|x} o|f A} (secondary outcomes)
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2007 Lee et al.

- Google
- Google scholar
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et al.
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refurbish$).ti,ab,hw.

- (resteril$ or re-steril$).ti,ab,hw.
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- (
- (
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snare? or spatula? or staple$ or curette? or
cutter? or knife? or forcep? or gouge or
product? or chisel? or saw or dissector? or
clamp? or trocar or syringe? or mask?)).ti,ab.

- (SterilMed or Steril-Med or LMA-Unique or LMA-U
or SoftSeal or Soft-Seal).ti,ab,hw.

- disposable equipment[mh] OR single-use OR

i |
2009 disposable 30U7IX| HElolE EHolst

and
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CHsh A EHEEAS
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=UX|= ool 2la sHExUS
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) J|1E HHN SHDMOIM EUE YA AFSY HE
4T HAH FHOLHM HIrE UxAL 70 E2Es O3 ZH. 20044 ,
NZHTAM & 19 UXF¢O| BIIEULCH, 2008'd CADTHOMY AYEH mdf : Z

Mol mofo]  12Me| 2¢o| TS| 20009 AETMISOIME 7|E9] HTARIA
oM WIIE BUL WHIIZOZ OIFI| WRO FHWIY UXNSUS ¢YOH F 18 .
Mol 2610 FLo| EUEIACL. AHHHUL I 20074 LeeS ATOUME 20HY ]

AR} TS U . g

H 46 7|1E9 AMAXN SlnFo|A ZaHE UXATFEQ 2R

2004 NZHTA | 2007 Lee et al. | 2008 CADTH 2009 AETMIS

Brown et al. (2001)

<

Browne et al. (1997)

Shaw et al. (1999)

Unverdorben et al. (2003)

Zubaid et al. (2001)

Yang et al. (1997)

Chaufour et al. (1999)

Kozarek et al. (1997)

Kozarek et al. (1999)

Cogdill et al. (1998)

Hambrick (2001)

Heeg et al. (2001)

Kinney et al. (2002)

Roth et al. (2002)

Roach et al. (1999)

Daggon et al. (1999)

Vezina et al. (2001)

Dirschl et al. (1998)

S I NG I U I U S O O L I O O U R U N U B B S BN

Ayzman et al. (2002)
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2004 NZHTA | 2007 Lee et al.

2008 CADTH

2009 AETMIS

Blomstrom-Lundqvist et al.
(1998)

Lipp et al (2000)

Bronchoscopic stopcocks
Wilson et al. (2000)

<~

Chan et al. (2000)

Gundogdu et al. (1998)

Uluap et al. (2000)

Luijt et al. (2001)

Bloom et al. (1997)

Ma et al.(2003)

Granados et al.(2001)

S N N RN R RN

Scherson et al. (2006)

Plante et al. (1994)

Wilcox et al. (1998)

Colak et al. (2004)

Desclteaux et al. (1995)

Perry et al. (1996)

S N N N NS

Tessarolo et al. (2007)

Da Silva et al .(2006)

Fedel et al. (2006)

Tessarolo et al. (2006a)

Alfa et Nemes (2003)

Grabsch et al. (2002)

Karov et al. (2000)

Scott et al. (1999)

Bathina et al. (1998)

Bryce et al. (1997)
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2004 NZHTA

2007 Lee et al.

2008 CADTH

2009 AETMIS

Chuang et al. (2008)

Sung et al., (2008)

Fan et al. (2005)

Unverdorben et al.(2005)

Port et al. (2001)

Srimahachota et al. (2000)

Feldman et al. (1999)

Kes et al. (1997)

D NG SO O O I SO N

AETMIS (1994)*

Roth et al. (2002)*

Jacobson et al. (1983)*

Dunnigan et al. (1987)*

Ferrell et al. (1997)*

Aton et al. (1994)*

Mickelsen et al. (2001)*

Banester et al. (1982)*

Baris et al. (1993)*

Favero et al. (1981)*

Cohen et al. (1997)*

DesCoteaux et al. (1995)*

Kozarek et al. (1999)*

Heeg et al. (2004)*

Kinney et al. (2002)*

Prat et al. (2004)*

Linde et al. (1998)*
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1

a4

Adusby Gulpioqpjjor) 24DdY3

b3 X=ZM=Z 2| THALE E=lol| et 3

Mol T FUSO HYIIE WO 2HY sFE(level of evidence)Z ZE
ot WHE MWEWE, 20049 NZHTA 20099 AETMISOIME 2H:ES F
HAF1RES 13 National Health and Medical Research Council (NHMRC,
2000)9 ZHFES X AHEOIUT. 2008 CADTHOIME HRdd F¥9

UIX|E DS 1-15HNX|Q HEE JZOZ 5EIYo £ £Z9 ULE Qe 2

¢

Hu

Zg UNK|Z TEO YUS AGOIUL, OHH, 20074 Lee S APOYME MY
BUY A7 ZUS J|SHOT BMOIYON, UNARSO| LY WHI Fdts XA
WAL,

H A7 7|1E AAN SinFoM 2HeE ZTLUY

-2 2ASE 2N Y
National Health and Medical Research Council (NHMRC, 2000)2| 2H4&=S
AXI5H0] AMRSH
=27e| & AR
| DE 2HAE 2RRAQUMAIR st MAN EelnE=2E
SSE 2A

I Hol= ot 7Hel MES| 2lE FARIYYETZRE 2

se 274

[

-1
2004 NZHTA (MEHX] ShgolLt CHE &)

=2 HAMSHOE Z), H|FAHAUMNAT, ISEHT
SR AHET, XU E interrupted time series25H
SSE 2A
historical control2 7%l B|wHT, &= 7 0|&<9| single arm
-3 HTE, maHxol [fXF Q= interrupted time seriesE25E]
SSE 2HA
v ™ AFR2EE 2SE 2H(EHATR, AZEA/AE-AE
ZAL AA)

ARE2 SEVIKIZ FEE PRl sl SEVIX], Hr4=toll chsll 10E7HX
2008 CADTH TS RI2 78E HpREl st SEIX| ofl chat 10&mtx]
g FO 1~1587IXI2] M0l sl M8 S
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=2 oHeE 2 Y
o HRY
ALed FSES
2 RCT(ZHZ+e| armoll HE 50H 0]A) S
ATE RCT 3
A, H|FAR| "l &2 2
=2 HlwHET 1
e s 0
o Ollmal
2 3y g o
SXIQIQ} AEH HpEH
1 2EK} AMEY S ciEe| SEY
SRS A= Fof 2t
2 Aol MAMEt 7= SNHe| MHES 7|z EHX-TLOI MAESH 7=
HE . | EH|X HiH:- zdl =X o
Hullst 7z
4 Xt EX|(disposal) FXEAL 7|78 HEE; =S
5 wns ozzm S4lotn Fulst H1; ARgL SAN <4 Z
= 2t Xj2ete| Yty
Z+ 574 FHo| CtE ol 24t 0, 1, 2E &
0 = & HHEE HX| x40 M=0M FOHX[AHLE S
1 = Eldst 4=0| MSZIASLt 27t RO* I1I<.>_Pé10I AS
2 = HEE MEEART ZQ5H HGHEo| ¢
ST AR ARRHE 0| 276t BTS2 =2 dFZNe| AMEEE
7t2|71= C= 5712 HEEe| SiXIZ uiEE
=5 2 s A= afiAd
115 ~ 15 A high quality (F1Z20=0AM AZ2e] HETF =3)
_ good quality
90O B (sl st oiziel 2840l US)
75 ~ 90 c fair quality (2R HMEHES0| SFZERS2| HE0
' ’ A THE|{™ofEt g
55 ~ 70 D poor to fair quality (HTS0IA AHEZEQ! HisHd
: ) 0| A HUE2 FoIUA AIBE/o{XMofEt &)
5.0 E poor quality
' (HFENE2 20lS0(7(0H2 SEAME T1E)
2004 NZHTAR} =I5t National Health and Medical Research Council
2009 AETMIS

(NHMRC, 2000)2| 2H+&ES 5t AtSet
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Y A X=Xz HALE E=lol| et S

4.4.3 7Y FHY §4

Iy AR 54

Bl TgE qyaee

HATOIAUD, 42N
3

2006)°l14 %

4
F UYL SIM~6LMCIAOH, HALG 4L 10~25%2 A0 of
PHS TE AFYN XFUAANS O §OIHOT

o 1
OE HHQAXA YU B2-microglobin HH &2 HOLE XASIAUL.

ML AFGEIE OMIZIEAD| LU MALGO| Y AT(H

$ SHOZ SMufol XALgo| Yt AT 3B
a

d
AT el XArgol At

o

T(2004)= MU

o10|

as My A
A7 28 5
ayATolY

oLt

M

uxIop 5,

3)OIACt. AU T

X

YT HALGO| BEED XA

s, 2003;

oOw O,

=}
OHE 5 2004)IM 2HE S AFE X 5 UANOE S| XA

Jomo| M| WOHE XAISH AU MHATOIUD, MY S AFE F 51%Y

(H¥& 50
g

H 48 grlofl Z&E I 23

29|

2, HXZF 24%M)E HHL2 HYHOE GIHAMK| FHUEOY & &

o
5 U AUYWH SH| WS XAOLCL,

o | SEHEAT IbSPN; AR AT CHY Sl =
SHUENSIR} | DRY NES SAY
1 2006 | wutzlop | Ms eip TS | 2R u=s -
349 253|7HK| KA
SIOHE AS 102 TS5 EAOF
24 203|7kX| RHAFR
cellulose(XME2)2
5 25t = 4H
mers | moysagsx | 00 AMMSH = 43
3 2000 TS oo oo PEPASHTSS), 58 _
ST < polyamide2H( 1 &)
108|7kX| RHALR
o _ 4749 &' 53| 7HK|
4 2004 s | & A x| 59t -
S| - X AR
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olsx| 274 UG ol27|7I0] TAIRON THS O, REN AT

2pAS B}
ke MEz | ozeEAp| el | A ZeE
5 | 2003 | E®Ql | B | 2630 | KAISS MER Agst
HEHT | oER | (WAIBES T2t thxz

253(402h)

ol = E
4.4.4 22| UXr FHY 54

) Ao 54
2007'd o|¥o =WE ULG =TI Ao AT =YFH

of BEE FUSHES A2 1M MI|Mayery JeE, BPFER

rlo

$ cHo= Bt
, WHg =gm It
HE, #=F shaver blade/ abrader, HIUFF sheathCIUT. ™72 FiE|E
o SFBERNY Fec YT HAHSHLEM HEEUE Ho| UM, M=2O] 39
o|g7|717t FIE U}, o|F HIAFZH sheathP©] semi-critical 2&7|7|°|0 Y|
€ RBf5 critical YEI|IOING. 0|8 AFE UM E= FEHY +FY W¥UHY

Fad2 2YOIM Grade VOIUH.
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ZEh I X2zl MARE BEof e A7

¥ 49 oo ZatE 2007 ol STHE 22| YUt g+

ot | oE | 1XA MEEE T =x2

517l catheterE Mo =
AA oY ol MX THoiE

M7 ZA
H=A Hr|Mzlst | A Moz oSl 5971 EP
1 2009 Lester _ ™ el -_I - i
(AEAAH) == catheter?| 53| xHx2|=

HESHH HE &Y
87712] 7IHIE] 53] xxz|
OS5t 23 AAt

1o

10782] 10Fr catheter=
4~5H RHX2|E HHH, 8Fr
catheter= 28 X2
new unreprocessed

- o
rHE =30t

HMEAL
2 2009 Bank _ 7He|E{(AcuNa _
(S=24A8) HEIEK AcuNav catheter@t xix{2|=l
v- catheter)
AcuNav catheter?7te| 2-D
ultrasound image?t Doppler
color qualityE H|u
7742 shaver blades®} 3712]
- 2HHZA shaver B
3 2009 Kob hi HMEAL blade/ HAMYIE 1 X2| E= 3H
OPAVESAL | (syat01) ade RIS 5 EHAN L
abrader
QHESE AAt
SRl Al
AESH|QIF Ao ZHE] MHE
=01 Hjol=24 tEeH|QIFEo 22 XNA
4 2009 Alvarado ~ 100712| used sheaths=
(AEAH) sheath
CHMCZ D|MSHIUZEAIRL
barrier integrity2 ZA}
dos o Nl 28712| trocaroll CHEH H
5 2008 S |5 woE 2 el : of cHall =
Santos (AEAAHT) ot B 2o 0| ESZEAL
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oetd 27 U3 2=7(7(|2] AL st oY, REd AT
4.4.5 HYIr i
Ity JIE HAHE SUDH
I|E HAHN FHNAO| HYIF A 3WO HTAR LA (NZHTA, 2004; CADTH, 2008; AETMIS, 2009) =2 +F9 1UAQI dIH,
QXUgol et rapid reviewClIUH Lee T U(Lee et al., 2007)e R +FY DEO[UH.
I 410 7189 AN 28inE 2EIL At
JiEel | Aol | etmaey | asE [ MepiE | omste [ mstE | mstE | =St | oS0l | STHHE | ol | merxel
| A= A t =25 O=2NM =l HTRE2 HTRE2 Page—el Fnl == Q| MEz2 ol A
S 7t XEREE | ZMS | EEol | WEE | SMSS | mEEPRl | mPRl | wsp| | Jsae | JleEY | 53
Tt HMIA=IA 25 SQl EH(OH. Page— A=A a2 a2 <|sH It =717
=717 Ho| 7t? S|AMZH) ==0| =717 otz ZzZES AEE =717
ALK} 7t HIA| = 7IEEIU EEek= HHSE2
o= ABEIR | E7F Sofe | diEs| | mESDR
7F? =717 AEEIA
=717
NZHTA .
(2004) Y CA Y Y Y Y Y NA NA Y High
Lee et al.
(2007) Y CA N CA CA N N NA NA Y Low
CADTH .
(2008) Y Y Y Y Y Y Y NA NA Y High
AETMIS .
(2009) Y CA Y Y Y Y Y NA NA Y High
Y: Yes, N: No, Can't answer: CA, Not applicable: NA
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Y A X=Xz HALE E=lol| et S

L) 2 UxEH
200949 AEMISS ZEHIF TIE 0|20t JY UXIESOf| tist HYIr ZHuf, 4Mo|
My MHMAZ Grade [VO|YUD,

2 Gradelll-2°1%Y. H12 2008'd CADTHY EFII=HZ B 2o SH HA|

OFRCt.

# 410 =4 =8 2yot 2

HEY 5o #F(2003)2

f

HYH H|PXre MDA

A7 AR AETMIS(2009)7 |=
gk} (2006) e Grade
2FE (2004) e+ Grade IV
Z|F2! (2003) TSk H|REQ| H|mH7 Grade lll-2
Z3d (2001) A+ Grade IV
TXHT (2000) ol iy Grade vV

) 20079 ol

gUH

—

2009'd AEMISY AII =& ©1§30 =9 LXFHO| ojer YIr 2y, 5T 2
F FHdY Ee HPTAULE HWYIL Ede Grade VOIRG.

H 411 52| 20074 o= EE= 2o HFEIt Zut

Py e AETMIS(2009)7 &
Lester et al. (2009) TS AT(AFAHTR) Grade IV
Bank et al. (2009) ST (SSH) Grade IV
Kobayashi et al. (2009) ST (AEASET) Grade IV
Alvarado et al. (2009) |7 () Grade
dos Santos et al. (2008) ST () Grade IV
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olstd 27, A3IF 2=7(7[2] MALS0l et oHY, red S+

4.4.6.1 critical devices

1) PTCA 3tH|H

UG 98I|7[QU PTCA FIE[E|Q] XjArgo &AvE A=
o] A5 (Bryce et al.. 1997; Karov et al. 2000;

UEIYCH, WS AUM X

of

1219 F¢o| oo X

Brown et al. 2001; Unverdorben et al. 2003; Fedel et al. 2006)°|%%1,
UMHX| 7H(Plante et al. 1994; Browne et al. 19997; Shaw et al. 1999;

Srimahachota et al.
2005; Scherson et al. 2006)

# 4.11 PTCA ZiE|Efoll chgt S+ 22

o
= A

2000; Zubaid et al. 2001; Unverdorben et al.
Ly Aol Tt

RIRI | 2rrEEm | on zE
2004 NZHTA
7IEIES] 2HIE0|H0|7| wf2of Ao chet HES
Brown et al. (2001) Grade IV otatsl| ofzie
Browne et al. (1997) Grade vV HZSH SHlotoll AXstT oA
Shaw et al. (1999)* (Fair-Good) TSt b
Unverdorben et al. (2003) Grade IV MAREZ2 ZHEIES 7|AE Sdo &4 71Nz
Zubaid et al. (2001)* Grade |l (High) | otd5tn SnpAQl
2008 CADTH
baseline clinical characteristics2 EX|&t &
Plante et al. (1994)* (Poor-Fair) Atzo| THEMOAM 5 HHZo| EX™ = balloon Almf
LMEZ AL L3E ARE= FAGIIS
. AL US|IEF7He| ZAZHO|LE MAILEHES |
Scherson et al. (2006)* (Poor-Fair) A= xjol7t oS
2009 AETMIS
Bryce et al.. (1997) Grade vV 7HEE2] RHAIES HIE-S0H0|US
MAHE MAIRE FHEIES| #H HEiEls X|7{sk=0
Karov et al. (2000) Grade lI-2 SUPEO|AX|TE T ISADHE QUISIK|St= e FHO|
zetg Ztu US
Fedel et al. (2006) Grade llI-2 SERe® T EZIXIS HAEI0IN R=E Bske
FHHE M52 &HAIFIX| $LUS
Srimahachota et al. Grade lIl-2 MARZE ZHEE= AUMSIRCH SHIEE S0
(2000)* &40 HUZUS
Unverdorben et al. M= ballo?n_ catheters] 2~3H'_-|_M%%_ M=0l
(2005)* Grade I 4zl _T.;Vé!%”—." 2ol HE balloon;%‘?:féi%‘%gﬂkl
HotslEle glon, stent Al&2 M|t=|ojofot &t
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Rt 2 X|EXHZEO| YA R0 &5t A7

H 4.12 PTCA FHEIE0| chet S+ Zo

=3

AT Hxt U R

AT Z2ut

Brown et al.(2001)

- ChYet MIZA=RE Q] 30712 RE = AEE

- XHRE|

TCA7IHIE] 6507HS
Mr2et & M 227|7]2F MAEE A=7|7(7He] 77| HdsdAtet
MIZEAF RELE MIE, S+, Al S0l tist 2%, 85, 54 52 2+
ZUE HlW

0] HFE 2o /iet=l Z2EZES 0I85H0 &2
£Z0| A= HI=E2 MIAsta, 10% sodium hypochloride
flushingstH, EAMZAMZ washing8t. balloons2 IZICHS tap
water2 HH=EMoZ MIO{LHZ!. FHHIEl= 82oto= YZl(kinking)
ASE ZAtela, balloons2 &a2 2015t 2lal &AIS0[E

20HEZ HASIAS

- PTCA ZHH[El= 220| £0[3t7| w20 PCTA FHEIE{Q] Rix{2|<t
ALl ol s 2gtelstr| of2E

Unverdorben et al.

(2003)
HEE Fooi

| o)

bl

oo

s

.I

ook
MU

(&

- = 79| CHEE HMEAK1.5mm and 3.0mm)Z25E| PCTA 7IEHEIE

AHEASH 4074

- MZ& 7B mecahnical properties(burst pressure, nominal

diameter, crossing profile, and balloon surface)& H|w g

- M| FEIEl= A=A laurylpropylendiaminzt

dodecylbispropylentriamin (Korsolex, Bode Chemie, Hamburg,
Germany)E 0|83 AU, BE0| MAHSIR2M, 3712
AZANZE. ZF 20| 2=27|7|= &2 82 & Siot= EO7tAR
TAIZH 1582t ERAIZS. FDA QUAMEE SEA7|= Al =4
FUE Tlot7| {lsl ZHEIEHE 2X5] 7FANHAIZ S X2| AEqol
Oish CHE AFA0A HII6IRS

- Crossing Profile
ZAHE 2E balloondlA R #Hm THEZE 0|F0l| F2lst
crossing profile0| S7IE|Y M, 22.5~39.2%A0|2 SIS

- Nomnial Diameter
ZAHE ballon catheterdlM nominal diameter?| Hsl= HEE
S0X|7|EC} B0z des B, HoXls 2fE UUS

- Burst Pressure
1.5mm balloonsOilAl rated burst values=2Ct =74 & ZACIYSH,
3.0mm balloons2 new deviceOlAl F=0{Zl gt 0f2HO|A] 40~50%
OfZHZ EOolR EE2 =S, reference valueZEE J1E 2
Zt0l= 1.5mm balloonsOliA 20.25%, 3.0mm balloonsOflAf
3.5%0(|AS
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L Ul ol@y|7]o| MALRO CHEH QN SE4 el

AT Hxt U R

AT Chy Y

=< o

AT Z2ut

IBryce et al.
(1997)
VS

- 37702] FHHIE{Ol CHoH HHZAAL EiHZ|0F @SS
- 157 ZIE|E{oll CHal balloon inflation S&& XA}
- 35| MAFZE 250702 FHEIES] AMIM HIt

- 42709 ZHHEIE AdEe=Z 140 RHXZlot ARZSH Fof, EOO|

Olsi E##1t S. epidermidis, S. aureus, Pseudomonas
aeruginosa and Bacillus circulansZ gt&Hst CH2, the
Cathetron (peracetic acid)2 53|7IX| HsI%

2
[==]
ZASIRE

- i & 7Y 0| S. epidermidis, S. aureus, P. aeruginosa or

B. circulans?| &&0| HEEIX| AUS

- 71AH HARl Zat 1571 ZHEIE & 1702 FHEE{7F 5 XHK2[E

Zl= 8l bar0ilM {7} LIRS

- 250712| THALZE PTCAFIHIEIZ A7t 206 CA $ 913.50(EF-H

sii7t ofl) =z

Browne et
al.(1997)*
M F T

- 10730] TASUNE BB 64M)SC] 122 HEo| PTCAO

A=E

- ME2[EE: MAH- dExFe 20| SYSSE= SUUE0] ZALED,

QASHNIHA|IZ|T novel proprietary processE 0|50
MIASIFES. PTCA balloon catheter= peracetic acid2}
hydrogen peroxideE &Rst 2oz A=SH 0| W2 HIVet

= ZEI5t0] HiH|2(of 7R, BIOIHAS SEds AR + Us
C|

o N
Mu olr o2

U= AZHEN LHUS. MESH &
CIE M=z SZEE TN ZeE2EN ASFE. Al
FHEIEE MAo| B F, sl2=241(<60pg/ml)Lt
CHIHZI((G600pg/m)e| +=&0] SHE=X| LSS FHs7| flall SHE.
THEAZLANE LAL gel clot methodZE 0|51 3= ZFA|
Al2fo| XM|7= proprietary processE 0|8t balloon
lumen2E2RE FE=S SHCEM =de| &

- 22| ZAKphysical testing)2 MAED, ZEET, HAE
7171€ oI8st +&8E. O 717152 MEAOIM AFBElE=

2oz

OrFA: grdHt2Oo|L}t H|w I U2 StoflM FHEHIE mEO| 20|
RS

Ms grtxy Mg 7%(10 of 108, 95% confidence interval
2% to 12%)2 CIE A2l 10%2t FARIRS

- HIEEMEAM: HEo M22 2=7(7| 74|82 40%E 2!

fruaby Buijpiogp||o) 2ADIYDIH pPasDg-22UaPIng |DUCIIDN



fuaby Buipioqn|jo) 21DdIY DI PasDg-22Usping [PUOIIDN

gt W RIBTHRO| MAKS o Bt ¢

A KXt

i
10
ogr

X2l pouchlt HZE trayOllA ZZE. HiE|2|ot A4t EO
o22 FFE 711 FHA BESIE Z2EEES 018010 EO2
LEAI7| HREL 0| Z2EE2 ME2 X719l HE2Ql physical
testing2 "=X|EQI MECIRT|7|o EH°* oA A Ao
MES {Ist ol matM MU, BdE 717152 4XEY
ZAE 2lsh =71 AAF AEiAo| Iﬂxi' HIVLE ZtEHo[MAE T
2txte| tHEAQ! virus burdend,; 10,0002 So|=xoZ A=
717188 MAMEI=RD BREJS

2o

Shaw et al.(1999)* | - XAIZE FHEHIEIZ PTCAS w2 53HO| SIAHHAXHHE 64M) vs - AIE PTCA FHEIE] =0lA F2I8t RH0| SiAZ(single-use: 97 vs.
e M22 ZIEIE|Z2 PTCAS 22 549l SXHETZAE 65A) reuse: 103, P = NS)
. 5N RE AE - "X E MIEE0M XIO| R S(single-use: 88% vs. reuse: 83%,
- KA ARRE FA| ZHEHEE 1D FY2 022 P = NS)
irrigationA|Z). OJ& CfZ 7HEIEIE &+ 1:750 DetergicideT™M 5 Zctztol]l & AlsAIZIoILE FAIZGAIZEY] Folst XI0l= AUNRS
O= irrigationst & A% 2A12tSt HHE. I8 LS JIEIEI=
e A0 20CC FAP|E2 SYE 0I85H0] XA, EOZ
THAZ|7] Hofl, FHEIEIE dAlSt A, 2@lo] J=X| ZAkstL,
S40| HHS| BEMQEX| ¢teH HE. St 0|F JHEIEHE
TR LIPX|OA 280 ZEEE
Zubaid et - XAF2E PTCA balloon catheter2 178 Al&St &kt vs. M - A HE] ballon failure YME
al.(2001)* PTCA balloon catheter2 1991 A|&St &kt & 377 reused catheter 1271(7%) vs. new catheter 10Z1(5%)2 FAFEt

oIEY 2=

QUMAIE 7

- IME Y SExE AE

71%1 359 SHXIE A
0| HIZ balloon catheter7} 20|

proceduresE

-RELERERE

=
reused catheter 17674(98.9%) vs. new catheter 19671(98.5%)
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olstx| 27 YslS

|0

|=71719] MALS0l chet oy, Red S+

S XMAH 7Y A CHad 2 Eh S At
UEXIE ZAFEL Zgo| QictH, ZIEIE| 21t shaftE M ut - HHHEE AR El balloon catheter| 4, ZEA|Q| & Al&ut EAIXY
XEMZE HM7H5H7| Qs tap water2 MA. balloond| U= ZEX= AlZt- & 57 |A
10ml luer lock FAZ|Z HEMo=Z ZUE MEoHH - 302 O|Lf L8t cardiac events BEAIE SME
WOHS0|11 balloon2 &F42 o2 MIAEE monorail lumen2 reused catheter 871(4.5%) vs. 1071(5%)
ESH BiEXo=Z A0 = patencyE guidewireZ2 HAIEL - I HE- A
monorail lumen2 ESt HIE2Mo =2 MO{LiD patencyE
gudiewire2 A= &. balloon porte= 27|10 =EA|7|1 7EHIEl=
24-48A|2FS0t AZXA|Z. balloon0| AXREAUS M, balloon2
25t =D} S A2 stylelt2 AUET 2i2H FH Qtofl ZRE|
O3 CH2 balloon 7IE|ElE EOZ HA=E
Scherson et al. - AlgnEsto| X|Ret THE 25t EEd AlE AR I8 © 4.3% SXIOA FAZEO|LE FAYEEZ0| 2EE Local infection
(2006)* n=313%, 23| Al 15 n=108H(WFHH 60.7M|) H|= or systemic pyrogenic reaction was observed in 4.3%
TS H|I2E - 6HE Ol = OETte| HEESE Hlw patients.
UatA AT - THARBE FHEHER SHE0| UMe HlwedHE=s 1.15 (95% Cl =
0.43 - 3.03); p = 0.722 EAMOZ R9|5tX| AUS
Plante et al.(1994)* | - L3I2S XS AIRslE 15 4528HS 71l n = 3733 - XS ALSSHe FHEIE 2200 HISH KHAKR TZ0IM ZRtA
TS H|IPE MAFZIE0IA 401742 HHE J1El n=320H WAl Z712 HIMEX! crossingS EFS(LURAZ Sdtm|A|
U (22t "B E 60MI2t 61A) MARBIE 6.7% vs X3 AtEshk= O& 3.3%, &3l
.= HRIA BXIEC| o2 ZHNIE H TSNS crossing: ZAFE1E10.2% vs XS AtEst= 15 3.3%, =Ct
WO B FHEHIEO] CHSiME USRS XD ALZSIRD, MAR | SAHSE 7olR)
H2UOAE 0|SS ofaiH AlRSIHS © UMEQI BRZ0 22 AUME A= JHARRISUA O
EUS(78% vs 3.8%, EAX {olgh
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Rt 2 X|EXHZEO| YA R0 &5t A7

A KXt

pl)

10

oot

AT Z2ut

- X2 EHEGAS0| B SA| 7HIEl= shaftet balloong|

71™¥E ZAL ZHEHIE7L EQIe2 ZFO0| QICHH, HRZRMHE HAS
HM7Hst7| fI5H tap water2 MIA. monorail FIEHEQ] 4L, R
HHS2 HME FAPIZ tap water2 £&5| dT01E. water
flushing CI20i 2fglo] gicte AS =Hds| 5t7| flsi monorail
lumens Sall wireE SIAIXUS. Wire system®l2| Z21F port=
tap water2 ZHM|=Z flushAIZiZ. balloon portollA, ZEH|C|
25 M7= balloon 7Is2t &= JFHHE AES HES]| 61|
/el balloon 2ol Z2|AE &S A7| ol HrXo=z EREL
balloonZ 7| &5t 2 S AZBEUE SF+A X
ESE MAH7| AHSYUS 50ml FAPIZ H2{H M2A|IZS.
balloon2 3-way StopcockfZ SYUSZE {X[AIZS. CH20l, tap
water= balloon2 £235| WaIA|I7]7] 2/sH manual pressureZ
2-3H FUE S balloon?te| ZYM| s=5 HH s|IMA|7|7] {UsH
SUS HEAA MAHAUS. =HHM7t MES| tap water2
OiAM=E m, balloon2 SYLE HIKR LT HEE balloongtol|
Fote= o 0|4 AH7t Sl2 W7IK| 720 MBS, FAVI=
HMIAH=IAD balloon port= 371501l openAlZig. 18 Cis
7Bl 24A|Z+S2E 370COIA ZAZ=AIZ. new balloonoflM
HZ=ALofl 25H MEZ metallic protector= balloon2| manual
reshaping2 o1&st7| #sli #IE balloon catheter lumeno|
MALEUS., O3 OHZ, XS ARZ Hof| balloon tip2 HHIHH
plastic sleeve= low balloon profileg {X[5t7] 2IGHA

MH2A|H £ 4 = profiled 71X “beavertail' &S

- MAFRROEHM XS balloon failureQ| HME2

OF.
A

in}
Hir

glo

(10.2% vs 3.3%)

- 2L} baseline clinical characteristicsE EXet & X129

2AM0M = HEHZe| BYE YUES RARS EUS
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olstd 27, A3F 2=7(7[2] ALS0l tiet oHY, rad S+

S XMAH 7Y A CHad 2 Eh S At
I|sl¥E. balloon catheter= IRICHE MYEXEZ|U T ethylene
oxideE 7tA HARAIZIZ. CH20| balloong ArZst7| T,
balloon?| 2|2 F=O|ZA| ZALE|IT Al&Xt= balloon
catheterg AI2EX| {EE ZHSI%S
Fedel et al.(2006) - EO HHS =kt Rix2| ™ Z0i, o42] A 2ol Af FIE|E 2 - SHH XX 2] 7| =0f, 7IE|E{Q] crossing profile2 A{Zdol| H|5H
H|SEFQ| QlAtodTL crossing profilen}t O/112{& ot H 29% + 18% Z7}151%eM, 28 xix{2] Zo0f A{jZdol H|&H 33%
AL HS0fl o2 M ZEIQ| 4712 M FHHIES 2EEOREE s + 18% B7ol¥=
ot - XA Foll 2ol M2k 0ln2E SEH2 ]St Ho7t AUMS:
- 22709 MATt sHH 2|1 2 RHX2lE SN FHEIEE XA 21% + 4% ZA Es 13%~32% S7t
ot=dl R+== &= Hot - =3k 74M(Compllance tests)of|l A Xﬂ"*fgl Hell AAIM(10%)2

MA2|=E Q=27]7|2t YX|MHE HEOHF= nominal valuesZEE Z|cH
6.2% HOo|7} A2

- FHA2|E orE LS MZEAt] Qs 2l
=US. T2, THARE S| ool &

ZM crossing profilez} 0|22 £3| 7| 19 2o o<

E mtEef=EEnt 80% O

M2 SOl LSBT, 1wt & ey
Bt HIsls QTR UUS
L orxist HAIRS Sish Az Mso= =
BN HRINIDY| 2st MRl TS Sasiorel
3 Xx

AXI2 IZHj:tEl'_ PPN Al 3 g 2|2t
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AT Hxt U R

AT Z2ut

Karov et al. (2000)
H|m St

- MXIS0|HoZE MER

RN N =

M=Z2 Ziot MM AFEE FHIE 97H), F2|o
ZEHO (170 AT 270 LAMOIA AFRE ), XM

SE7IZ(17H A2 Tk 170 a0l A
E JHEHEE 842 MAHSID

= MALEE FHEIES #
I
XA

=N =1~
< od
HE HAHAN
Het Mol =24
BTt
ArEE)
EOR EH

BN, & WY

- LoI2E BEMZE AE

- AR

’ o,

o, Mzjze 2
I ENT=ES!

o
=
A
AHA‘|E| 9|- }g_E_

01

- 10 MARSE ZHEESA,

OlAE|ZO| HH2
SIS iv=

AE2 o

- XA E S FHEIES 2 H
FUEYUX|EIE, 0|H2 balloongl

?E%I-O 7|-—] OIo
E FIEEe| &
OfOt= plaque?| I

4, 0|EXt= X2 =0 ”E*?jEIO*%
= H=XL} ant-based &

AL ME|IEZE HE + US, MI M2 UE, gi,
=270, XHAEE ZHHIEOME Fad™s St
} =9 plagueZ| HZAEIAUS

AEIE, 7I2SA7], OEHIZ,

05, 247t glg2 A0 glES

HEES MAsk= MIAO|

IS LASHK| 2 B2 EHO

gixfo| ASUS US 4 U= OlAL

Unverdorben et al.

(2005)*
SRLIUMAIE ST

i

- new balloons 124¥

2|2 PTCAT} $3H=
- ZIEHIESl EMol| T2 25
- Mz (52.1%)

- 18 THALZE (18.5%)

- 28 THALEE (18.5%)

- 38 THALEE (10.9%)

- M3t EOZ2 EHoZ XiXZ|

ER 2 balloon 7HEH|IEl=

- 1~33| XHAF2 =l balloon catheterZ 7(X|1 238HQ| StX}of| 7|

H, reused balloons 11498
A=A laurylpropylendiaminat

. XH°47<|‘

RN N =

- RO HHE2 A FHEHIEQ] 96%01 HIsH 13| THALZAl 93.2%
(0=0.46), 13| THALZOIM 23] RHALEEX] 81.8% (p=0.0050), 23

XHM%WW 33| RHAMEIEX] 80.8% (p=0.01)ZA5IUS

- M2 FHEIE vs. MAIZE FHHIE S| £7| AME(ate loss)2

+/- 0.75 mm vs. 0.73 +/-

0.48
0.79 mm (p=0.03).

- GAES2 MAEE ZHIEIM O FUS( AR vs KA 51.9 +/-

23.2% v. 42.3 +/- 22.3%; p=0.0042)

E2 S/4A ol
31/96 (32.3%), p=0.13].
= FHEIEoM ALZO|

AAZ (RHAFRvs AHZ 39/89 (43.8%] v.

I:lo=| I:IEI-AoHél.%Xlljf AIE.?#AH%Q' I:!I-AH%

ra
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S 274 LelE 2=7|7]9] MAIE| thet ey, Red AT

S XMAH 7Y A CHad 2 Eh S At
dodecylbispropylentriamin (Korsolex, Bode Chemie, Hamburg, OIS
Germany)& 0|83t MAEZULD, SE0| MAHsl¥2H, 7|2 - ESE HHO it MIHER AHEE M= XM=
AZANFES. IR S0f =277 &2 7THE & Enlst= EQ7tAR SAtSIET, AR E H=balloon EEMSE=S 22 0|F0 ML
TAIZH 158272 HAAZS. FDA QIAEIE SEA7IE Al =4 LIS (RIAFR 15/55 (27.3%) versus A2 [5/59 (8.5%), p=0.01)
SUE Tlst7| flsl ZHHIEIE 25| TIAKMAHAZ FX2] Efo| - MEFE balloon cathetere] 2~3H ALS2 AMZ0| M71 2AS
CHall CHE ARANN HIl6IRS A&te| th= balloon g0 YEEHES SlCH, stent
AlEE HEtz[ofof2t &
Srimahachota et - PTCARQ ZAZAlEfof 2t XIRE +TE(18IHEIIX| FEEAN - M FHEIEIE AT OSHECH XARRE FIHIEE ARZet JS0A
al. (2000)* - £5|, EOZ2 ErE MAEE ZHHEZE X222 1218 SIXIet ME2 HHO| = O UUSMAE 25 1.7 +/- 09 vs M 7iEIE O
Me™ FSE ¢y 7HHEIZ X222 100He| 2tXte| HMAXIE HI 1.4 +/- 0.8, p = 0.02).
- RiA{2[ghE: - MHARBOSOIAM Af FHEHE OSECH S8MZEMEB| SiXlrIt O
M x4 ol & 2@tk shaftet balloon portionoll 7[&0] HUIS(MAKR 38 7.4% vs M ZHEIE 2& 1%, p = 0.003)
O™ tap waterZ MIA. balloon portiondll ZGX| HMHE 23 - 8Lt SoRdaeT) Sl MEES QAGIEE(ZHZ 995% vs
50ml TAP |2 SUAIRSI0] 3 0|4t tap waterE ZO| 22 97.9%, 98.3% vs 97% respectively).
AR 240|2k80 MLRE 25~300CE2 AXREEL LT Foj| wire - TR AR BEXIRUIME AR OS0M 1.7% vs. A ZHEIE
stylet®Z balloonQ| wire lumen T & OZ20M 1.0%2 EAECE XI0|gUS
I 4A|ZESQF 30% EO= EF - MARRE OE0M AFRE balloonse| £ ¥2 A FHEHIEIZEELCE O
=US(15 +/- 06 vs 1.1 +/- 0.3, p = €0.0001).
- UE2 AT Lo S
*EIXIE Moz St |
- 119 —
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Uaby bulpioqp|jo) IDdY|PaH pasHl

M

ZEh I X2zl MARE BEof e A7

2) 4 tHIH

ZH JfEEIO] YATGO| e B F 2Wo| S¢io| Wil IO, O A
M £F9 HMYM FI AHOIUY.
H 413 34 FIEEO| st g+ A=
XXHH DA (REI A ZE
2004 NZHTA
MIEe| o2t o|27(7]9] ERHA &42
Yang et al. (1997 Grade IV
9 (1997) WARRS HDsix| S
Luijt et al. (2001) Grade IV M2 =o0f 2=27|7]0] THH Hio|2ATF UUS
H 414 SM FHEHIE ool ZeE a7 Zat
AT M A /™ AT cHeb 2 HitH AT Aot
Yang et al.(1997) - DE QMXMoZ {HHOF A2E - balloonsZ} FIE|E| HFZQ| SOHAAA=
ey o+ 71712 6~312A12kS2t A== 2t Ahzh oA 2EEE Hal= SiRls
(HEd d7) 11274 IABS| 22| E&H4, - 22g + U= OrHolLt Fol 7H
7tA leakage ZAL 7|AHX balloons2 ZHEE|X| U2
Me M FEIEIR0b e, - 2Lt balloons?| 61%7t AR,
=21 M E A central lumens2| 40%2} sheaths2| 21%7t
- QUAIOZ AIRE J|7|= Huist ZHAEE B3
|42 By MUSH, - =0]| balloons?| 65%%2t central lumens<2|
371 BN AXAZ|D T = 38%= Hs| =2OHHO| HORUUS
Al20| HESIFS - HEE9| AIRE IABs= new deviceSat
FASE 22|, 7|AXI EME |RXIst
ARS
SEMEZO| SISIRIER MAILY ALZO0IM B2
71ZH00l QHEEIS. 2L HIA, B0l 2tet
ODZEZN Ol Q271719 MALZL| otXE
HHE ZAE SElske A2 S7ts6 B2
Luijt et al.(2001) - ethylene oxideZ = - 2 20 2y oAt
e SH AT CHSH balloon sizeE 7HE! 1A(10%)0lM LUAZ|RAT, enterovirus
(Agd 9 5F balloon catheter 207K RNAOIA 22Z%((20%)0llM LUA=IAS
- Xt HiO|HAL| ZEXH= - BZEO| MALE0|Z0l, enteroviruse FHEHIE 2|
MIZH{QF 1} entero and 17H(10%)01lA] HHQFE!
adeno virus PCRZ ZAAlst - AX|2| 67H(60%)0llM enterovirus PCR A
- 2t catheter/tube Z&HHl= 2|1 adnovirus DNAZALOIA 17H(10%)7+
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ot 2, US| o|27|7|2| HAFZO| CHE OHMA SEAM A7

AT Xxt 2 R R PORCTRETE 7 Znt
MIETEE0| ARlE]7| M HF UMOIAS
Detelel os|g TEL 22 | - FHEHIE Elo| Sntizl 3 Zguiolaas &
2 ARZIXIE ARE3H 4AZE LAZ|X| LUXIZL, enterovirus RNA= g
=0t 7z g 2247|(20%), adenovirus DNAE 2
Sa|x E3M, A leakage 3ZR(30%)0A] Lr7iE s
ZAL 714 Hs, E=H - 3|2 balloon catheter?| xHAIRE g’
slatatgat e, 221 Sl&istn sk &t : 4
oPHMS ZA} 2
AMEoz AIRE J|7l= =
SH0|242 BEI| MAoH, a
27| BN HEAIZID & & T
AR0]| HTSIUS
,;3
3) FMBYW Ite g g
NZHTAEDAMOA MEM £FO| HYH FHL 1HUO| HItof| Lot AT}
3
(Granados et al. 2001). a
‘2

H 415 SAEY FiHE0f gt S5 22

KXpH 2HSE(REID A A=
2004 NZHTA
Granados et al. Grade IV MAel=s Qz7|7]1e Setdut M52 HEAE £
(2001) ol

H 416 SAEY 7iHE F7iof =& g+ Zat

A MAFH 7 G CHah 3 ai A+ Zut
Granados et al.(2001) | - Ethylene—oxide (EtO) 2 - FHAMRE FHHIEQ| St &4 BTt
MEN ST HHOM THX2|E SHIH - FHEIEIQ] olAX| AMS 23t 2
(AI&A] o171 ?PHIEE ST 8~24H AI8E 2|0 57}

7712 Mel=z1712t Hl L REIEO WNE PEN AN

+ HAMSE JIEE B4 - st B ExiEel A
Supercritical Fluid Extraction EB roughness =7}
(SFE), Gas Chromatography, 'D‘:' < ot oAl
Scanning ElectronMicroscopy £ ZE(grooves)2| S7tE &Y
(SEM), Gel permeation
Chromatography (GPC),
Dynamic Mechanical Analysis
(DMA)E 3
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ZEh I X2zl MARE BEof e A7

4) R U
NZHTAH DN MHM 40| HYH FYAT 1HIU0| Poto Tere|trt
(Granados et al. 2001).

H 417 2R ol st g7 22

2004 NZHTA

Bloom et al. (1997) Grade IV THA2| SH7IX| st =

i
1o
o
$Q
Olo

H 418 &7 Aighe oo ZaE A7 2n

A XA R St oA & i o=t At
Bloom et - FEHO| MAYXE= MA, A Hu - AAME HEAUEE SutEo=
al.(1997) ULHoZ AZE 2, MB A = (AT 5H FI|7IX| Ststo] RHALZOH
TN ST FIIE OHTIX| TARBE ARGt CHal XISt o2 HAZ
(Ad o9) FE ZAfE OHZIX| AIHE THALZOIA RHARZZE AHZ
- CHASH 2749] 7|=0l 2lsi MAES Z2to| UMl XI0l= SAIMCE F2l5HX]
Algiet AUS
C A2 ZZE MHARBE 2 AHTIX| THARSSE M2 o AlsY
AEL|QT, peracetic HIES 64%7tX| ZAAZE W2 FHE
acid-based liquid chemicalZ2
B US

. Bio] oazy|E A= Sof
DINEZAIE 0125101 ElZNS
otet

- oI ALY Ms0IN, 22l

W3 7lSEel S8y

— o HdHo,

ol

=
7t

tM(biocompatibility) &

0H o0
o
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(Chaufour et al.

ol=7|719] MALS0l chet ey, REd

MM AZ0| MY FHAT LW HIlo| Eerggict

1999).

H 419 L3S &Fof ot g 2=

o1z

XA+

2004 NZHTA

Chaufour et al. (1999)

Grade IV

H 420 L3 &E goof =23E 7 2

AT Rxt U 2

4 J_'—l'

- 0| 2 X“E

=
AHSE2 5mIQ|
channel° *)JW‘.:*.‘QEW
ISR

EO7IAZ Bt
, 5,10, 202 =2t 2%

= O
2ol ‘:'75'!"*0}71| HI"*EI
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Mi7z12z|0f 2lsi BItEIUS
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2 B o of
[l
$Q Hu
oo =

m

ﬂ
“>
01

oE
|0 N
i
3

SHAl MAE 22

=
o MEZ2 90%(9/10), 2%
E

4or WU oY 4T o
2

2 qu

==
%iQI st HI"*EP AE

4=,

o

I MBI
]
si7i9Hj0|2 AL
5t Mix}

oY Trlo
[ mjo
-IE

ne
OII

oy}
o
N
z

ol
mo Hu Kl
2
o px 0

Ol I
ol
= g

[
10 Ml
0

X
09 T
2

==

Hong 3O mr my n@ rx 4o ng
My IO-LHrrAJrEnﬂl_OrE

> oY |o
=

5O i
mo rz
+ 8 x

30 o
o

al
~

O B §- | 2/35012|7} "1°qu°*

- Mzieal zt 7.:. IE B 390t2[9| H&=
I

|o| 22 snzes
93%(14/15)7tX|

SZRE9

fE tisto |':01|A1 5, 10, 202

=)
IN=]

st

tol=Lt EO%E?QWIE
=

ThALE =
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Y A X=Xz HALE E=lol| et S

6) IR ey Ef
uslg BIPI|e I
A

of EYEUL. 7H BF A

ol
Al

2jersy FE|E(O] XALGO| WY AL F 7MY 20| B}
ol

M £Z9 AL,

H 421 H7P4eebA FHE|Eo| cigt A7 22
PNPNS ZHE(EEh o7 g2
2004 NZHTA
Ma et al. (2003) Grade IV A2l = MEZ=H0| A=
Ayzman et al. (2002) Grade IV o|g7|7| B0l Folgt HEte| 2HeE S
oy TAMSTELAL L Grade | efztet xRl SlolSatelol erisT Fnpe
2009 AETMIS
Hydrogen peroxide gas plasma Z#2 lumenO|
Bathina et al (1998) Grade Sl= 7S MIEHIE oM HIZF2HH0(UZ.

JaiLt FHHEQ] FO|H2 |tHAE 7E

Grabsch et al. (2002) Grade

MEME 4 MEMZEL| MXHa EOBHLR
v THE TEEEZ MRSA, VRE, B.subtilise| x|

FUHOIAS

Tessarolo et al. (2006a) Grade

M| Z2EE0] w2t 53 IHAE =0l 2=7|7]
Ers B0 S 5S25IUS. 84 EMZ2
vV XS MAE bioburdeng £0|7[0l E2H0|US.
R[St 24A12F O XME Z+A2 Hlef|2|ot

uHgEOLE @FS 27|RsH mshorRt &

Tessarolo et al. (2007)

B2 MAH2| 2ol FH2U7| R0l XEet
=]

MEY(EaIHE 4 TS0 SASR)0| Test

20078 ol EEE F7t =2 =8

Lester et al. (2009) Grade

ol Z2EES 0|88 MEn xx2l=
\Y SOz MESH M MA ZHES
S

S|
M7t BHel Q=77 |2 =US
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71, €2lE 2=71719] MALSol chet ey, med g+

B 422 F7\MajstE StEE Tyl ZEE 7 Zat

S MAH 7Y ot ohad 3 e St At
Ma et al.(2003) - B 20l cHAMIZZOIA 24, 48, 72412t HHESH] Z2|of 2 © MEZE=Y
™ SHA? FHEIH FEE9| MEEYN ZAL - B3R | 2t iPHol| mEt MZEE2 90~90%2 Crfet
(2gd o+ - 37tX| HH steam autoclave, ethylene oxide (EtO), - = "Rl St EAX Xols UUS
hydrogen peroxide plasma (Sterrad system)2 H|t - ME4E 7KK EEHO| w2t S5t ERteLt, 13:712F 1057]
B0 MZAEEoM= Feleh Xto|7t gllS
TNF-0 2=
BHFI| SsLt B 7ol felet Xto| SIS
o o

23|E Q27[7]9] IS P22 MEZH0AM
|

°°I°* “E*zl— FESIX| 22 5 US
Tessarolo et al. - 3709 F7 M| A FIEIEIQE 2702Q] AR AN LS|Z27|7|o| - Protocol 1: 78 B. subtilis &0 x&HEl o=
(2007) Bacillus subtilis2 2°E'E| Soig QIS & CIE 4749 BF (MESH= HiH|2|0tL} 4~IT)
7% o M D2EZS L8510 - Protocol 2: HHiEI0| ZEtE XoZ
- Ot Z2EZ0| wat 9}E1|E1§8 N&sIES - Protocol 3: XMoo=z 7iREt
- Z2EE 1: E22l(chlorine) & CI20| &4 X - Protocol 4: %Moz piRst
- ODZ2EF 20 54 X o3 222 EX| - E2|HE FAMCRO| MHo| JHY SuHHOIUS
- DZEZE 3 Efhs Y - E2|HE2 FHEHEO] HORIE & D IAHS XA S48 Lo
- D2EF 4 E2diEs R4 O30 24 A US
- ZXteio| At dstsn|de = HAt B2 MIECQ| Zo|l U] WR0l, MEe| ZEE critical 2/27(|7[0lIA
E3| B8
Tessarolo et al. - 73742 FHHIEI7t LMEOZ ALZE 0|§_ | %= - A THRZIZEK] FUE strainoll CHall 291 227|171 A2
(2006a) - 61 ZHx{2|st EfE(2|ot 0| 4H FUE 2087H2| 7HHIHE - BEH ZTHX2| 0l FYU=E Bacillus subtilise| MZ0| 1/3570 JUAUPS
e A ZASIRS - 6 ZHA2[E 1722702 FHEIE 0N R7IAZE MESID URS
— 125 -
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Rt 2 X|EXHZEO| YA R0 &5t A7

A KXt

o
T

pl)

oot

2

- Zu

- 1HM O 19 XX =0l Boll cish dAs
- 29 ZHA2|E 397H2e] A

- 3t RHX2|E 2670 ZA|

- 4 THA2|E 2870 2|

- 5% xHXz|E 3670 2|

- B XHA2|E 2270 ZNIE slsst

(2Z2| ALZ2Q| Hi=2 HIHZ|0IE FRITH E, MX2l=

QAX|AH, M, hydrogen peroxide gas plasma E)

- 9|27|7|= trypticase soy brothofl 2827t HiQFst

- MXE| Z2FE0| [HE X2

- 28 XXE[E 2, 7/36 2=7|7I= FYE strainoflM 2Lt 235(H

J-S4HtEiE|ote| dEE BERs
= 5 MARE 20 o=7|7|9] EFdE

B0l 25E5IUE

Grabsch et al.

- QIZHH MRSA, VRE, B. subtilis?| X2 0| 2 T|HA|

Moz AMEE ZHEIES HIIRES =AM (12742

. FElEl 222 =A3t S0f, MRSA, VRE, B. subtilis= HiQF 142 S0

MEISHR] 242

(2002) & S AUZ
7led o7 ZICHFHEIEIRE 12702] =7 EIE]) - Xt EO= QURU7LE iU OHAl= HATE BiE|2|ote] HES XS
- 2A|ZHs9t open air0llA 2 US
- §AR MASID EOR YR - MENQE EA MANZ Moo O CfE EOo| =EAI7 I RiX2
- HiZZAtO] 2lsh stE2|ot @ HIt D2EZ2 2 I Hxl EP FHHE0| MZsk= A2 MSRA, VRE, B.
- CH2 diEl2lot B =557 ol x| subtilisQ] 4=ZO| H|QAMMOI AR Z=2l0|| CHsf SopdQl HRS XNZ&t
- 6702 THALBE ZTITHFHHIEIE CHE 6702 MALEE EX|7HEIEof
CHoll ZHo{ EOOI| 2|t Hie|2|of &te| AX| &It
Bathina et - 10712 nonlumen 7|’ dE|StA FLEIE7t BItE. Z=2te] M7 TN SNl 242 o™ JHEHEI0ME ZEEX] SUS
al.(1998) FHE|El= 58 AF2E|T, hydrogen peroxide gas plasmaz - 5 HiY =O0f OldME ME2 HEEIX| AUZ
Tlex A7 oIS - HH SEM2 HA- XM= interface0| A E0| ot EA| FHEIEIQ] 12

- EEAL 7AN HO1H

x|
XD ZEAE Rl E

Helshl BEEEIUS

- BHE HiED MXE0|EE 018 #H HAoM BZurgn SEE 2
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o
It
ru

7, d2E 2=7(7(9] MMALE| tiet Y, red

o7 XXt W R o oy % o Zat
- FHEIEQ| HEZ0f @SS HIZHALE S0l SEO| Hate UAHEX| EUUS
- XHAKROl| CHEF ZMIAM mot - Hydrogen peroxide= £ B# s 0.22%0|A SERHEZ
HOUAKXIZE American Association for the Advancement of
Medical Instrumentation2| AN $2HS O|LHoIAS
- HE TI|MEISE FHHEC| HIE2 $200 ~ $800 Helo|x SHAH
HHHIE2 $102 2 off, EP FHHIE{7} 5 AFREICHH, MHEA2
Mo =Z FHIEY $2,0002 HzstALE 58 ErMAle & $9,0002
Hyst
Ayzman et al. - 24702 Hx| FHEIEI(AA 1270, AFZE A 1270)01 thigt in vitro | - AIZTt ARE FHEIE Alojolle 2222 Holl U0 F2lst XI0IE
(2002) Pl HO[X| 42
e Se|AT - JtEE Alge EX0|M FHHEIS] 2EZZERL - Mok ARRE FHEIEN] ALo[ol= 75%2t 100%0l|lM Takzte| Folst
(A A7) f XI0IE HOIX| %=

(temperature sensing deviation)& =& 75%0| A
CIX|EAlo2 Hak2to| AZHEIRIOH, 100%0ME &

maizto] £3g

- AEE FHEEE ME, AZZAL BHEEEAL HIEEYE dAE

XD HZE, METF HHE MY Z2EEU=E M2 2

- M ARBE(ER 238 AMEE) ZHHIE7} HluE

Blomstrom-Lundq
vist et al.(1998)
al 2HE
(MEA o)

>
0%
)
ol
1oh

- 19943 9ERE 10973 128X & 74742 2=2HE o

i
ct

7ts¢t EX|7tHE|E{(deflectable ablation catheters with
temperature control) (Cordis-Websters and Osypkas)
22t HAof| "Ed 755 Ak=2E

= =

- FHEIEl Al Al AFRE diH: A|ZHHA} impedanceEd, FHH|E

WHS™E, XX 2 thermistore| E&2E

- & A1K9| JiHEE EF
=
=

mE AE0| HEE. o

AL, Z L T o=

kB, TI17IZEO| Ol EE AN, HEO| AMOIAS

913 AI2 & Z2EZ ARE3} 710|=21l0
22| A= IAE =F ol i HERS

- Ade| FReQle BEsE 25 &8, U8 22 Mpuling wire)2]
=5
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Rt 2 X|EXHZEO| YA R0 &5t A7

S MAH 7Y STt CHa & g St At
- FHEIElE ZIZF AF2 & Sterradd AIAHIN| s MEREAUS

(Advanced Sterilisation Products, J&J, Irvine, CA, USA)

Lester et al. - HMol=l MIMubEnt ASE HADH0| worst-case soiling and | - MIAF| ZHHE - new and reprocessed EP catheter?| TOC

(2009) simulated useE =722 St EP catheterQ| MIZIA|Q} analysisZn} WAl F=&E TOC(+SD)= reprocessed

HEAT7 MEstH QHRIO| XA H|w catheter(0.93+0.38ug/cm2)2 £ new, unused

(AEA A1) - 2] 79| M|=AO|A SHEO0{ZEl EP catheter(fixed curve or catheters(1.24+0.72ug/cm2)2LCt SOl o %U42(p=0.007)
steerable catheters)Z 1) MA 1 S0 MA THH=E MIA - OJMESHE XHE - X 2|= FIHIE|IQ @E=l controlZte] TOCRt Sul=l
ZAE 5170 o|27]7]|2 37 fixed curve catheter+ 14 THHE Q| T2 HWHA RelotAl MAMZ|=XL2 A M| 22
steerable catheters, 2) MZ5I& Zto{ FIE|E - 18 ME: CHZ=T0| TOCQ} CHHAIQ| Bk XHX{2|El FHHIElS 22t Y98%(TOC),
TCO(total organic carbon), THEHEl EtASIE LIEA EHS Y99%(SHHZENO| MIHE RS
2o M EEID A MO Z M= positive control 9712] - UEA FHE - 2¥9= tiX744.75+3.96EU/device) vs. Xix{2|=
end-of-life EP catheter, 2HT| AMIE: H|XEHH| A &oioz 7HEIE{(1.92+ 3.29EU/device)2 =Lt FDA-mandated acceptance
G238l 5974 EP catheterz{Lt 11 Ct20f TOC, THEHEL criteria®l 20EU/device2LCt W2
Et3lE, LISA S Toll MEE)) LM=eE & 65| AKEet - B3RS THOIE - 6870 ZX2|E FIEEIZRE L] FES0|A 16712
o=z 55| Mx{2|E &t end-of-life 7IHIE = MESA XM= devices 1ug/mL 00| FEE|IRCnH, WA 1.03+£0.36ug/cm20|AUS
ESHE ¢loll AFBE. Test catheter= CIEsIT! CH30| MAEZID | - S ZAF Aot - CH¥FSE MIZAA 2 52| X2IE BUT(BH2
positive control catheter= XHx2|I0| FTEE[US. test QAR AIR) 8771 FHEIE| 25 350C Trypticase soy broth(TSB)oi|A]
catheter2 XHX{Z|El 597l catheter= 570 MIZ=ARQ| FHHIE{ 28 =0t HiQfst Sofl RFECI Hoz SEEE. 20712| steerable
3) i AAt ZHEIE - 20712 end-of-life catheter= catheterof HIE|2|0}7 QU= ZX} A2 =10, FHEIE(S 27H, ZHzto|
O|MEsHA ZXIE MASH| Qs ksF7| HFe| Satat FHIE shaftoilA 17H, handle steering mechanism2 Biotest A&AZ
HHSC9| ethylene oxide(EtO)2| EutME ZAlst7| 2ol BHAAE fl EURT, 2= ZXt A2 HHEXOIUZ (HI=EE
AISE 4) 0|MEsHH HAL FHEIE - 877H2] end-of-life positive control A2 A|2|5tm)
FIE|El= OldSsta B Aol AHE(SterileMed'sOl| A
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o

; H28 2=7|7|9] ZHALE| it &MY, REd AT

A KXt

oot

2 AT T B A7 Za}

pl)

JlEE HYHHE AE-THRE-ER F7|9 2TE A4S o B

FHHIEHE ZAlSH7| 25 AFEE: 510k submission)

- M2 catheter- patient-contac shaft= Asepti-ZymeTM
A MAto o|z2| &2 E deionized/reverse osmosis
(DI/ROY HF(MIZEAIS| X[Al0l M2t S5, AlZh 225 X5
Mo AF=28!. device shaft= 100 £100C0| 7259t
Asepti-ZymeTM Of|A ultrasonic wash(40kHz)E =Z71SZ
ot 2/ &t CHS 100 100FOIA ZHEIE{OICE 2.7L DI/RO
waterdll S0 =2 ZTAIZ. a2|1 12A1Z2E=52H 1100F
heat-dried& )) 7ISZAIRL SABAE AT ZA| Satst
FlEH|El= B72 el o2l =H|E single Tyvek/nylon
pouchesOll =%, ZXEE = test catheters= ZHO|IA
M7=/ DI/ROOIA FEEZH FEE2 TOC, LAL,
carbohydrate assaysOl| AF2E

- B AAE He2|E FHEIEl= coileddiAM Tyvek/nylon
pouchesO| £ BHIIE0| Ho} MRl BHSIAIZE EtO=
Htol7| s 4

- OlMESHE ZAM: ZHAZ| OFX[ EHAlol| 23, S 01
Mx2|E Q=277 RRHOR JHHRoR, HAE 500ml
HitHo =2 £7{%l W2 =E§iX| 350C incubatord| £ 28

o

| clonization2 ZAfs

rO
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Y A X=Xz HALE E=lol| et S

7) JIHIH JtolE

NZHTARUMON HHY +Z HYH FAAS 1HUO| Fotof| EHEHAH

(Da Silva et al. 2006).

H 423 7IHE| 7to|=0] gt S+t 22

Rxf IR

e
-
My
T

71)

2009 AETMIS

gfE|2/ot Lh=at ZHHE] 710|EQ| 22|1H F=9|

Da Silva et al. (2006)

Grade V

QO3 HHO0| THEAUS

I 424 FIEE 710|= ZUtof ZEME 7 Hn}

AT XAt Y /Y ATt CHAE 3 diy A7 Aot
Da Silva et al. - HAOA 4H RHAIZE 30712 catheter - KHAFZ = FIE|E] 7}0|=2] 43%01|A
(2006) guide ZtZt& EO/chlorofluorocarbons Microorganisms, including
H| 2 X2 QIAIA|E (12:88) =gteoz HHASIFZ Staphylococcus epidermidis
HARE =SSt - 2tZt9| FiH|E| ZHO|=0i CHaH, OlME4 and Micrococcus luteus=
7lE&x o AL 2™ a series of measurements Zeet RIAZE LAZUS
were taken and tests run: microbial - BHAE LHEAE SIEX| 0f2hel
counts (pour plate), 2% F=o| H+ SE0|¥US
ZAKdirect inoculation sterility test), - EOQ| Tt =42 WX &EUS
SiH|2|0otd LS4, AREU MEZSY, THAEE ZHEIE 710|=9] F2=0IM
FAEXFAD|IZO oSt Sl ZAL &40] HEEUS
Astst AAE Ssot njd=Z =l
- M ZIEIE] 710|=E2L ZHAISE FHHIE
7H0|EE TXISO0|E2Z H|uw
8) =2 HIHI|
$ 4MO| A W EREAUOW, Grade IV HYH FAAR(NEM 4 2
o, Qo AT 1M)Q Grade 111-19] H[SXQ HWAL 1HO|UL
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22 2=71719] MALS0l chet ey, Red B+

H 425 Zof2 HIN7|o st o A2
KXpH 2HSE(REID A a=
2004 NZHTA
Kozarek et al. (1997) Grade IV AHASH X2 Z=0f WECHH sty FubeY
Grade IV _ _
Kozarek et al. (1999) AHASH MAM2| FEZ=0f WECHH sty ot
E- Poor
2008 CADTH
_ Grade IV 2272 XH 22 Alze| o 28=0l
Wilcox et al. (1998)* = _ -
E- Poor Fek2 O|X[X| ot otXE &~ UZ
Sl-AutoOllA retro-flushingZto| 2= 37X| xE oA
MAES| MHEERS
atok X127+ 24A|710|A X|HEICHH, retro-flusing=
Alfa et Nemes (2003) Grade lI-1 9

o old &atHOIX| 4=

3742 lumeng 7}zl =z §7H7I°I THAHE

- a8l ok HRHAIR 2
ol=7|710f thsl == 9tH tlPEEI =]

[=X]

=3 A7 Znt
it CHah 3 At Aot
- 10702 braided wire ZF2XIL7|7} - 10709 ZfEEIN719| 7IE RAE Tt
HAT=(5709] 5F LUS|IAIR single A& 2tHstR=
lumen1t 6742] 6F wireguided - 37He| 6F EAZEINT|= 4~8H AtS
double-lumen) =0f wire7l 3%

- T2 J=HAP -E = Wl EMVZ EEE W 2E
Izt Q=270 LEEMUSE. A=7|7s | EHAZEMNIIOM TREARZIIX] ™7 1H
ool et MAE 45T SIS ATBINS
HYEO EO7IA EHSIRS - Dol w2t MIA, EO7HA B =0

- HiY A= EO7tA B ChS0f 2iH o R7IZ= 2=7|7]0f HOIUX]
SRS HUS

Kozarek et al.

orawiy|g ez

A

AR2(27742] 5F UTS-30)2t

- 10H77IX| AR2=El 154742] braided wire

ORIV HA AEE
- HEHZ QE5T|7[e F2
cutting wire2| E{ZEI0|U

2= 3.43[0|%
=1 0]

| st|II

I]IO

127742 6F CT30)) - 2HO| BiXt= FMEM SHHZSO0| WAME|T
- THE UED XE2Es 772 AIEE = CH= M 927)7|2 4siEgton
= | -
OIF RHAIESH| 'r|°H _DH'ITOE-IO‘”[El'E-l' SHEEX| o= chatm A 20(|24e
MM ED RHERE S JHAEAERJ}S
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TIE R X|=H=Z2| AL

g x| Bt o

O =T

A7 KAF U 9B i PUR-TRETT A
- MZAT ARRE ZoraEly| mEot Qolat Hig=Z0| QUS
AIZOILE 108 AFR X/SO/S0]
HEES
- IS, ZAEE B2 Al Bt
X127} 12708 S0t 22lES
Wilcox et al. - Lo FEEo= 528 ZEof|A| ERCP & &z
(1998)* ERCPsS 4-3#5} Z8n=51d¥n=5 053
MEN FRST | - 807HOl TOIZANIIE 2008 ALRE 180 Fa=WTI= MBI
L FE TR ALS S4s 3632 HUS

- ST 125702 MR i

Az 2 ggso| g7t

- manualth2 MEMZ 2 = 08

7| HiZe2 e O F EtO
A2 EFAH

ru y. —
SEME n

- =7(7| Algat HEglsE HTE

n = 28 (5%)

L ZorZ WiyIe) Ay 0l

ZREEDNT| wire H2{&

Il

[
wireo| SRt & =2)
|7 +

7l0=wire7t ot S0t

¥

~NINIBSIZ

B2 915

Alfa et Nemes

(2003)
HIREL 2l

__rL

JCK>I-A|%-I

=

&

- O|4=0| FYUEX] 2 23719 M=z2

IRy |9 QI9KoR Y3l

92719 M2=2 HEEINY|

- O|4=0| e 2AZEIN7], MG

%22, #EY MAH, XtSEtE MIA,
retro-flushing0| ULt Q= XtSsHE!
M

CTARL 24A1 EE 7Y SOt HoRR

Wiy Az

- M& Zof Bradford's Al22 ZHH

EHIEIS Y| SRt RiEYoR

k=1

=
]
=t

[IP

2

=y >||
o o el
0%
lo

XM ALEE 2efZEIH7(2

AL FI2EA|, HEA,

1=
[ld]

3

2loig &%

iz
m

R PN rdi V2N Fe Sl g = Ml = e el

S0l FI22A7|, FlZ22Y, HsA #
2t ofL|2t He= HollAM
retro-flushing@to| 25| THai=l
HHst=

jo

- B TR st BradfordsQ|

AlFSZ In-situ testingdt Zto{ =1}
F7IA| 2ol st Destructive
testingOllAl, luer portsE Salf HA=
2 MA XtSskE MAET7 =
cautery wire channel28E 20|t
F7IAE MAHSHK| RSI¥S

- @2X| SI-Auto0lA retro-flushingZto|

BE 37KX| Zi0ollA MES| MAEZUS.
ook XWX 2|7} 24A|Zt0|AF R|HIEICHH,
retro-flushing® O 0|4 S1t=0|X|

- BEO it 2= 7 =0l MAt

=y

HAZ}S

3702] lumenS 7+xI =t EIl7|2]
A2 LMo Z HEE 22

*ERE o

Aoz

o

o
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ol=7|719] MALSOl chet ey, Red G+

9) G¥et 5¥3F M&oM AgEE 2=87)7

E2% MEOM MEEE ARIPIEE 29§ SHAEH EZIF O 99 A& A
He 298 =FEE FAEXO FIrHAY. OHX|U 2H Al (Descoteaux et al.
1995; Colak et al. 2004)9 ¥t 5FFAENM AgEHe =4S Foe E=23
= U EEEo] ANG.

xixted 2otz o7 ze

2004 NZHTA

Chan et al. (2000) Grade IV MAelsh| HHREE HIOSHK| LS
Gradelll-2

Gundogdu et al. (1998)* race Zst T2l OFxisln ST

D, Poor - Fair

Uluap et al. (2000) Gradelll-2 Mx2|5t7] ojziREz2 HIsHK| L2

20079 ol SHE Uxt S

E=27t= NIEG| o2 227(7(0|X|2t X5
MAEZ|D, S 220 S7|E€H, ZEUH|5|E,

dos Santos et al. (200 Grade
 Santos et al. (2008 V' | oiman 2i0ie, sloisza meA0iEE oigslo
ooz HAE £+ US
B 428 L3 E2tA E7[E Hotet o7 At
o Mt Y R AT che 2 e A Zot
Chan et al.(2000) - 719 Y5l EEZFH10/11mm)= - HE M MEHMSIPD 2E
A o+ I/XMsE2| herpes simplex virus type EZI0|A ZHEEQoL HR?
(MM A7) 1 (HSV1)E 7121 2ol ko S0lE I/MsE HSV-1 2F0i|A
CERUOM £t HIZSH B2 4712 HEEX| s
E=Z2Jtx E2|2 Hio|3A (polio virus - HSV1: E# Ho= Hio|2{A Q]
typel)2 7Xl= sampled]| =&&U2H SEot EAIGI0| 2E ERI0INM
AH20M 2AZFEE SX|E MEZEHY st HEZdoLt B
- HIO[HA LS AAIE Soll= 2ZX| AUS

- 133 —

MNION

3 Jouc

$DC-2dUdPINE

=

JY3J|DAH Pk

n

pIoqD||0) 24!




1jPaH paspg-2ouaping [PUCIIDN

uaby Buiipioqpjjo) 24Dd

N

PN | = =1}

—— =<

X=M=l MALE HElof 2t A+

AT XX A

q0
00

re
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0z
i

HEH
<=

7

- ER7l= MAI M2E7101A

MEZWES 7T =, 80°COIM 3AIZSSt
ZEUHSIEZ MEEHYH O =
HiO[21A BiYS XHAAIEY

- AOfOHH| HIO|HA type 1:

D= o| AODMH| HIO|2AO
LEH 42 ZE EEFI0M
MEHESIT HEEACL B

=0ll= 50%0I M2 MzZHdF L7t

0

2HEE
Gundogdu et al. | - Eggo=z FIchEl 45HO| SIXHEHAHH - AZE EEJL & otz HiAolA
(1998)* 48M)= BLHoZE HIEMES B3 YY A LiEH
HISE] UMAIA - 0| Xt & 30HUA LZa|stE 2% - 224, glutaraldhyde 294,
glutaraldhyde&Hof| A=E EZ7t7} o2 HNRE0M= HAZE eIt
ARBE. LIHX| 1582 M EEJIE =40(UZS
Argol¥el tixx dgs & - HHEZOlIM 11 cases7} HIOIA
- EZ7l, 24, glutaraldhyde&H, == YHEUE HRoH SaRUT0A
X HiE(umbilicus pre-operatively), 1 case, HIEEHEL0IN
CHALY S SOipsof AlEe Af S 1caseOl A= HHQF UMANE
HIE RS20 8712 MES 20 LIEHH
HH et MR Es= SZHUA ZEo|
st etz A2
Uluap et al. - 407He] Y3B EEJ= SYS F B 20 XEHeZ Mt
(2000) ez L 122 Mot 22(yeast)oll F20] 28 RLEE0 UASO0| i
FEe| LA QoM 272 BEH7ZIH Hio|2{A0 ZuE S8l &l 2. (1AZ0lIA
(A o) QA=US S7H, 1B=0lAT 27H)
- AZ2 2% glutarldehydez, B2 - BE7IY Hio|2Al QY= HL
ethylene oxide (EO)2 A=g. 1 F 2ARUA SM, 2BRUIA UA
HiO[2A HES 2l XFT AuE Z2uE 2

PCRAAIE Sall =

dos Santos et al.

- 223 SHEEMEAl ARSS 28712

trocar0 CHoH B Mot BH =9
O[4E0| HOIU=XIE AArE

- THA2[EEE 10mLe| HR ZSR4E Ao

# — EndozimeO|2t= S4AE MA —
£&2 grade paper2 MZ{Lt Tyveke2
ZE — HAHES 20N 7|,
ZEAUMSIE, o A0, sto|=22l
HZAO|EE 0]8)

- RHX2|=E trocaroll CHsH O|AFSZARO|

M HE|2[0F, SO, HIO|2HA BIYAAE

P
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g
El
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gief|2|otet SEol=
13/28)04| M LZAZ|ASLt
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ZXHSHX| AUS
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O|Ek A7 YS|R 9|F7|7|2 RHALRO| CHEt QN 25M ¢

11) Yoi§ BI4AE ERIE T CIoFs 237 A20lM ALgEE 7S
DWO| HYH FAATYL 1HO UFZ DAY UNAHAT § WM Usg Zapa
o ERSIE EUS TR 237 A&OIN AREE SIS0 BItHY
H 429 CIkst B4 Alaol ARERls =710 it g7 Z=2
XXt arjaz(EmIb oI =
2004 NZHTA
ME2| BEES EZAFIX| 25 MEDH R0
Roth et al. (2002) Grade WV x4 SEAZIX] Zotelem Mt 20l
x| erote
2008 CADTH
HIO[Z{AN 7, CMV, HIV, TH=o| 377} Yo
Colak et al.(2004)* A, High |0 MAIRROEZe Zga o2 £ S50
o7t eie
SAANAS e DE BxjolM 13| ¢ Zieint
Grade IV 3EHO| AILZIHO| HrA
D t t al.(1
esclteaux et al(1990) | 1y ooor — Fair | 227ple) mRE Jjsn BRIS HYES sels]
orore

S MAE =Y G CHA & g ozt

Colak et al =524 seHErss a2 - LA SAXSE Rl

(2004)* U3|EOE n= 62, MAIRIE n = AUB(YSE OE 19 vs MAKE I8
e 259 63He| SXE Hlm(HHAE 242t 28 p = 057)

LUMAIRAAT 51AMl, 52AM) - ZkzZke| JE0A 18M CHE §HE0|
9|27|7|: trocars, | - " AR =l trocars 5; £y

dissectors,
SCIssors, jaws,
graspers, hooks

dissectors 7; scissors 5; jaws 15;
graspers 5; hooks 10; clips 2

- O/HE =X ZARE

- 2Z|5H=El 2% glutaraldehyde
Bdo= MO 7|AN &=
MO{H, canalo| U= dR o=z

- 67HE FHZAIM Hiol2{AY 74,

CMV, HIV, DH=E2)
O2HAENME E1'2— ggomg

>

- 42§ £31 9=ulyiet HRE

N

dnolME = aF2ol SAA Xtol7t

HS
PN

EQHJ

AojLn =2 =2 UEE JtE - 2=7|7|=RE{Q] AX|oA EE|2(ot
SO AKX EUS
Desclteaux et al. a2 = 87499 BEX|O||AH| 28 S =

(1995)

L 417HE SOt uE 58310l BYY

BAEE 22 2= X0l
]

| g2 2mt 33e] AReiol
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Adusby Buljpiogp]jo) 24D} DAH PasnY-aIUBPINT [PUCIIDN

ZEh I X2zl MARE BEof e A7

AT XXt U 2

e FHAT
o|lz27|7] :
veress needle,
Trocar sleeve,
Reducer,
Scissors,
Dissector,
Grasper,

Clip applier,
Intestinal gauge,
Linear stapler,
Camera bag

Al=3}t 81639 =

- WA R

- MIA, ZE EFE, airingt™E HEL

. A1I"<*— 6027t A0 2.

FAIZ 7 (ol 1027 2=,

. THRSE B2 Ml H O HS.
=72 1822 A
AZTI0IM 2412 A

M aMZ ZIBHE

- Hid- EO 7IAR 1.75A1ZF =S¢t
5447C, &= 60%0A EH

- airing- 54.4°COllA 24A17 St
airing

=
2;2;

e ro rQ oo 4

S
S

_>,:

i)

_rtlo Ho Ho Ho P

oY ooy oY oY

i Zmt
Ay

M HHS 18%

olz|7lol HRE st HeE
AYBS BHolulx| UUS

Roth et al. (2002)
A ES S e
(MY A7)
o|lg7|7]| :
Scissors,
scalpels

L o o
160 © AIBIAE AlEloZA
@oA|EoR AREIT, ARIEIE
Us|g =27 A

20 1 QAEoR AREIUT
MA2IE Clerst Ysigxlaxz

12t : technetium 992
HIARMEHALE QIZHM O 2 @ AHE
A7 = MMz
ABEIYon MAD BREE HAS
MAE = deheii|d, TREEARDIE,
X-ray, EXXEZHOZE HIIE|US.
ASSIE AS 5 DMSAEOR

goret

, BojeiyEoR

2EDH © CiYBH 2|27 171(1147)7t
R Hfo| N2 T2 ook
SYEAOH AN NG B
Oi7 1M 1EAOIN B ARt
Hl2BH 20 CHsiARE ZF Sof chs
| k

>

09
por

rlor ng foh

Hx2| E.

TN 2E 7|71E MA S0z

QT MejZ oKUK A=
noz H EUS

oY SOl Al D= 2
E{(trace)0| RIHEIXI= UAS

- 2T AF0IM AR AEET

MAE|IE HM7IE AEstHS
BREYOAM SHER7E JUASH(11%),
=AT/717] 2

758 Al 7I1ZE 01=(54%)0|
Eolz|iom AIESt 2E 7|7|0lA
BHHS Q30| &1L AIEEl 7]7(9
40%0IM B S0z BH0| 2AXs|
E|X| 2tS(non-sterile)

SZ olmio] £4(33%) U

YRS tigez

2

e
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a
MuM 2Zo HYH 3

H 431 A4S o

olstd 27, A3IF 2=7(7[2] MALS0l et oHY, red S+

re

T 4moIN HIE AL,

et i ZE

XAHH 2HSZ=(ZEIH A 2=
2004 NZHTA
M2 EES SZA7|1X| 2512 MAa EH0|
Cogdill et al. (1998) Grade IV Hi2 = ° =
E|X| LU=
i MMx2| BEE2 SEAFIX] 26t H MAa HH0|
Hambrick (2001) Grade IV Ex] IS =
A2 EES SZAZIX] Zol¥eH MAa BH0|
Heeg et al. (2001) Grade cix| oIote
Kinney et al. (2002) Grade MAE| 222 SSAI7IX| 2ol¥en MEa BH0|
y etal. D, Poor - Fair | x| oo

H 432 448 =24

fifo

Yotet A+ Zut

o7 WA 2 R

o7 Zmp

Cogdill et al.

- M 3 ZHXZIFXIOA KA2E 19742

MALK Mol 3 J=29| bioburden,
BN, ds, 220 el =ARE

- AN, 2, Bl EY 2EE2

AAMI(Association for the
Advancement of Medical
Instrumentation)dl| 2lai Hol=It2
AESIRS

- Group A (5 devices):

bioburden/ZTd BAE 2lsll A2l

Ao 2

- Group B (1 device): E€&220| oAl
- Group C (13 devices): HIL} Mst

2 H2lE o

- OF AOIMQ] 57HE0| 470 B0l

olEl ZHoz U5l

- ofEiZoof |2tz 20|

wislo ooz ol

- 35 CollM 2H

microvasive devicesZ}
Z=HOM(B2IH Ed) S50l

e pves

- 0IF 2lZ7|7]9] oF 40%=

Boston Scientific/ Microvasive
quality control standards®|
3|90l M HEEIUS

Hambrick (2001)
M S+

- LHAIZAIZOM Bt AFEE o= 2372

MZA =M 2742] snareE ZAlGIUS

- MED B2 g4 MEFOIM Ao A

3 Xx2| Aol 74, AAMI 710|=EE2RIZ
01&st ISO 9002 215 Hxlol 2lsH

- bioburden/EHAAA AHIfjE2

10%0(|A12, USP B A0l EA|
22 XiA2| 7170l et ®&0|
S, 228 MzAL 272l S0

71215104 70%0|A=
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Adusby Buljpiogp]jo) 24D} DAH PasnY-aIUBPINT [PUCIIDN

ZEh I X2zl MARE BEof e A7

ST NI Y R G CHab 2 i At Zut
MAE Eds SEH6IUS - x2[ol MEst 2|=2717]9] M=
- MAE|E Q=27|7|e] HHNE SERC QF AAof cHEH =2 AAMI
AISAOIA bioburden/sterility Z AL guidelines® EZg|x| Qe
United States Pharmacopoeia (USP)
ZAtet Ete2|o} LHsA ZAL (limulus
Amebocyte lysate (LAL)E oIS
Heeg et al. - A8 MAIZ7tsEr At - HE oZ27|7|1EL MAEE S0z
(2001) papillotone 7|7|= technetium 992 OX5| IEE|0{UAS. a2t

M ST

o

(Mg o)

HARZPALE Q7Moo = QAL(US

- Association for the Advancement of
Medical Instrumentation (AAMI)Oi|l 2J5H
HolEl tHE MA, Bd, EfEY HEE0|
AEEIUZS

- HE AR o MEE Z77I=
ool w2t M7 x2S ZEketo]
117H), 2A=HIH2H B tH=EE
IS5 87H), &712F EtO™IH27H
=2 ZE6HH 2071 E &8

- QEE =2lsty| flall MIE M=ol
Gamma countsE &0l 9|=7(7|9|
ROl UZ E2lst| sl light
scanning electron microscopy, X-ray
photoelectron spectroscopy2 4=3i&t

- Y3BLRT|7l= MAEE 717(2t

H 2 =S

1

23| °o|27|7|2} stone bucket2
AR = =AML papillotomesE Lt

O Y=o AUS

- NEEXE 2382=717]29f

=3
FHoz QAHASHO| ZLE
27|l dEs BERE

- Aol FAO QAZE2
716 Hel2e| k=
EEERCIPAS)
B2 MAE7ISS =7 |70M=

Kinney et al.
(2002)

- U8 MAmM 5071= ChUst +Z9|
Mxz|12 HRCkD 7PEs 107129
AXHA|AE EX channel2 E1fst

- Ct29| <0l thoto] &2 #F2(Gl
flora)oll 2LFE HS =0l
SIXtof| Al AFRE|7| M(basline)
ZHUHAZZARIZ(2HER])
I=Y2 2EX channel2 MZSt
Z(R9I5H| bioburdeno| ZAE|U=X|
AR
OIRHE MA 2 2872F 2%
glutaraldehyde0l| =2 S(MAA|ZHO]
ESESEI NN L))

et HIZSHA2E 2022t HS 24

ol LSEASH HEUS TISEEO

STl £ 1 TES B =

- & 50719 Z7| Mt 50712

A7|d Mol chet viefo| AAlE

- BY UAIZE S8l XLt 4

ZH A A= Y Al AEH
T22|(Gl flora)el 2t My
H|(CFU)7F 20T = 1974

ZEollM 4

- Oiwiz2 ZAYUAIZE MEE

20ll= 208T S S7HOIAM 2IEE

2227}t Lrg

- A% LHAIAS glutaraldehydeo|

2~2027t 2 ZMoAM= ofet

Y DR YAX] HF




olsx| 27, YslG ©

H 433 o= E2t=0t S EAMXjof Chgt A7 2R

|=71719] MALS0l chet ey, med G+

XA+

2004 NZHTA

Roach et al.(1998)

Grade IV

W] 102]7EK] 5 & aPH0(Y

mjo

H 434 o2& E2t=0t 31 EAMXof| st A+ Zat

AT XXt U 2

ATy o

0%

EH
=

o7 it

Roach et al.

- 10712l AHESHR| g2 ot=E

- BMXL=E MU SR 2
(=]
= |

I

2t
XOFSTIEMXE= 60=S0t
ATI|AHO|Z 1.5cm sq2

ZzZiof| 71z S1H0IE 2

ob roh

- Bacillus subtilis ZAtZ EfMXIE

P71, HIAAZ] = 7|2
MiAfe

- HMIXE=E JHE ZEEof EtOS
E

0|&3t0] 7tA

=1 3=1]
=20

TAZ | HZESHA

et ALt St
XHEH S E

- Uls ZAWRX|E 7152 =otUA, 10

7He| EAMX= 10H2| AlRlE 2SS

- 71 SEME 1070 20toll ChHel 2

717101 FXI=IAS

. nEF BA| TS| 2FE 0| 2E

EMXION XIEtOLE EtO B Holl= Z#3

LUK AU
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J-25Uaping |PUCHIDN

Uaby bulpioqp|jo) IDdY|PaH pasHl

M

ZEh I X2zl MARE BEof e A7

H 435 HASA0) TSt ¢7 B2
XXtH == (") A A=
2009 AETMIS
el S0f 2 EAMoto| S| CE HtF0t0|4,
Scott et al.(1999) Grade 1II-3 N T | ol ) ol
3z|otel!, FotE|H HAZE2 SAHA XI0|7t UUS
5, 10, 158 MZEE2 MARE EMLUAN O =US
Chuang et al. (2008)* Grade lI-2 _ _E It N I
QIMsl HIB-FatXM0(U=
3802 AEE FAMLEiolLl XM2|E FAMEto= X|ZE2
SIXtof| cal Solst {IEE E™ AtAUED 242 Xfo|7
Fan et al.(2005)* Grade IlI-2 o szelet 2 ra=am &S xiolo
SAMCE XI0|7} SAZ. FAo| OIHEE 67| 25
IAIRES AASID ELIEZIE Tie= Qe
MAIR vs., 45| A2 SHXIZHe] ARt H| &= x}0|7
Port et al. (2001)* Grade lI-2 e 228 AlE Fiel Ak Hlas oLt
HOHS
HAAM DO
SR EMAMOIM A2 E FEM7|2 EM2
MMAHEISGE AEMED o =2 YRED} 2AHJAS
Feldman et al. (1999)* Grade lI-2 ool ol ™MutE o= QI HEUMER 7|HFH
210l o MMEZSZ2l AME0|LE EAMLto| AtEnt=
SAA xlo|7t AURS
A, FYotE|H, QA MAST M ke SHNY
Kes et al. (1997)* Grade -2 THAIRIX| EAIXo=z X10|7} QoH, S28 6HMIEE
FOlstH| HASIRS
=L 28 F7}
Grade IV THAIZ o A E 22 il QUUS. X 2| FA8E AFZA|
rade
, Urea Reduction Ratio(URR)= EAH Xto| i1,
HHXI0F S (2006) (Poor-Fair . . ( . ) | o] etgist _
uality) B8 2-microglobin Reduction rate = EAIMSZ QoI5
auatty 2ABHEIY 253] THAID)
Grade IV THAE L A E 2akg 2 GIIE. KXz FA8E ALEA|
rade
RS = (2001) (Poor-Fair Urea Reduction Ratio(URR)= E71X X}o| AU,
ol S ality) B 2-microglobin Reduction rate = EAZCZ SOI5HA|
auaty ZABHEI] 203 THALD)
Grade IV Urea Reduction Ratio(URR) 98%0|4 & SX|=
X2 S (2000) (Poor-Fair B 2-microglobin clearance= XHAIE FO0|x single
quality) use®t Ho| FAISH 22 ERUEITH 103 XHALS)
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olstd 27, A3IF 2=7(7[2] MALS0l et oHY, red S+

217

I

i,

Scott et al.(1999)
Hln= =
interrupted time
series

- Mzl ™ot 1, 5, 10, 15 A2

3t S0 Clet 2ol 81

o REt xSt oS Mot}

- MES2 AEZA EZ|OIMHIOIE

of g7liet E2|EE FAR IS

A o2 xg|

- OIE EXtEe 82(e4, Aot

d=]a]]
—

El, Et=Ot0(4l, Qladl, YR
oo|ea2EN)S Zeet SHo=
EME AlH

270l e HEEtet FA{H,
2tZho] A|HOllA UltraFit Itration2]
Aol AT} TeiMEE BN

JZ2OtEO20|o| &

[e]
=
o

Al 4

N

- Al¢dZte] bleach?} formaldehyde

2 XrS3tE TR Al

o
- WrIOlOlAl £ B9t ol
=

- bleach MA2l=

- bleach xHix2|l= 128 2El9|

- X2 S0l ME AR R TE

2tZ0t0A, F2otElHl, Z2|otE(H

YAE2 SAH X017 YUS

- 1500 daltons2LCt o 2H2 2XI29|

BE| of thEt xhXz|e| k=
polysulfone ZHA EAXCZ R2|5HA|
=%,

cellulose triacetate 2foll=
HMelstn, xAM2IE St &
HtE0to|Al, Ql&El, nto|RIEHIZHO
AL (sieving coefficients)e| H3lzfe

SHAMSZ RlSIX| UUS

Aato] Rt

- cellulose triacetate 2t} H|m3HH 5, 10,

153 MX2|= & polysulfone 2fo|
coefficient UltraFit Itration2 E7|%xo=

7ol B7I6IRE

OIII
0z
|.|-|
nx
TH
Hu
X
o
]

2 8E FA7|9|

x4
EEE RS SIS

- 0] AF0IM AR E polysulfonegte 10

Ol THAISE mi7tX], 1500 daltons
olyel Exts 71! 822 M=
o5t M2ISIRS

at

qm
0x
mjo

ENEE

Chuang et al.
(2008)*

ASE o7

wW
\‘
(o))
02
ro

o
Tob
0l
Im

x

o
)

= He=
=D 446F2 MAEE(EZ
O

2.543|) EMatoz X|ZUUS
A

9| hallow-fiberg MARIHOH,
b PSELIV PR RPN o]
hallow-fiberE Z|c 637X
MAES Si=iet

- hollow fiber(polysulfone or

cellulose triacetate)2 A=
BroZo| HMHEMIL 4%

peracetic acid mixture2

- die|2|oty ZFolut HEHo2| S

-5

ro

Hol2
HA M OO
. 10, 158 MEE2 MHALEE FA90]
M O SUS(RHAIZ vs. 5|8 EAgh

Z2t2F 59.9% vs 41.1% [p = 0.002], 24.5%
vs 11.3 % and 8.6% vs 2.9%)

L W@ SIS UBlE SMl0f bl

THALZOIN O HUS(KHALR 84.5 vs.
23|2 EAot 567 months, p <0.0001)

- 13 ojuiel AYES L3E FAZ0IAM

O EUS(YSIE EA9t 109% vs HAIE

3.1%, p <0.0001)

- HHEE AYES2 M FAML AEaS0
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