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el - _E_j%‘« (World Health Organization, WHO)A2 R >t 1948 & 4 * 7 p » 3R
UL PPA I TROBREMHSFTE IS0 BRRIFESF oM 1 £ 4 f 423 7000
o WHO & 2 Blrcr® B 845 & 17> BB W & W kAT 2 1230 B 2 40 Mok
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i SRSt Ry 2 AN SeAaR RN - Y (SRR TR IC A BT ARG S i

ﬁﬁ‘ﬁ&iﬁ%%%ﬁiﬁiﬁﬁ‘ﬁk‘*@lﬁﬁw* LA I

WHO - L 8 = 5 & B 2 < ¢ (World Health Assembly, WHA) » & # fe3f L
PRILZFEd 2 WHO € R R™ 4 N A 2 4% L ¢ (Executive Board)# & 2 4 2
2 RAZ o WHA 22 3 & # it 3 AT WHO 2 s ~ #83% WHO %83 % ~ Z B8 5c

224, WHO £ 8% % p 2017F 77 1 pdz> WHO %izEd 2zt &5

fir2 28 & Dr. Tedros Adhanom Ghebreyesus # = o

FREMZFRFLIRAITHS 2L L 2N FREHLPE G
ZARE R G FRE < PR Tl WHO B8 F R BH 23%H 4w P & F R B4
BAR S P2 Sk M2 ARFR RS FE Y FRITe Tl FR EHAPM PR
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AL €3k 2017 £ 5 7 10 p 3 12 p s pp X W% €3k Y < (Centre

International de Conférences, Geneve, CICG)# 7 » Z # 3 X » ¢ 3%7;5" % T g R

i# ##(plenary session) % £=3% & 7 (exhibit and poster session) *t » i & 443 T FREE

#L(Regulation of medical devices) | ~ T %5 K B4 £]#7(Innovation of medical devices) | ~

T btF R B2 F F ¥ f(Radiation/medical imaging) ; ~ T E @ R

&% (ICTs in health) ; ~ T & % & Pl(Nomenclature systems) ; ~ T FREMSFTE X

2 (Quality and safety of medical devices) ; & % % 2 48 ¢ P& 8 {77731 € (workshop) 2t 4~

f 3tk (parallel session)> d 2 WA FEFA R A F SIRL AR F 33 X RAF L 40T

® 2017# 5% 10p & =&AE:

Time

Item

9:00-9:15

Plenary Welcome Session by Dr. Suzanne Hill, Director Essential
Medicine and Health Products Department, WHO

9:15-10:45

Pre conference workshops:

W1 Innovation of medical devices
W2 Radiation/medical imaging

W3 Hospitals

W4 Surgery & emergency care

W5 ICTs in health

W6 Assessment of medical devices
W7 Regulation and standards

W8 Management/clinical engineering
W9 Personal protective equipment (Closed)
W10 Regulatory framework (Closed)

10:45-11:00

Break

11:00-12:30

Pre conference workshops:

W10 Innovation of medical devices
W2 Radiation/medical imaging

W3 Public-private partnership

W4 Laboratory & pathology

W5 ICTs in health

W6 Assessment of medical devices

W7 Nomenclature systems




Time

Item

W8 Management/clinical engineering
WO Personal protective equipment (Closed)
W10 Regulatory framework (Closed)

12:30-13:30

Lunch Break

13:30-15:00

Pre conference workshops:

W11 Innovation of medical devices

W2 Radiation/medical imaging

W3 Quality & Market shaping

W4 In vitro diagnostics

W5 ICTs in health

W12 Priority medical devices for diseases
W13 Nomenclature systems

W14 Tools for management

WO Personal protective equipment (Closed)
W10 Regulatory framework (Open Session)

15:00-15:30

Break

15:30-17:00

Plenary sessions:

® Opening Session: Medical devices for health care delivery, global and
regional perspectives

® Plenary Panel Session 1: Medical devices for reproductive, maternal,
neonatal and child care

® Plenary Panel Session 2: Medical devices for communicable diseases

17:45-18:45

Adjourn (17:45)

Exhibit and poster sessions

® 2017 # 5

P11 P A e kAR

Time

Item

08:00-08:45

Regional Parallel Sessions:
PR1 Africa

PR2 Americas

PR3 Eastern Mediterranean
PR4 Europe

PR5 South East Asia

PR6 Western Pacific

08:45-09:00

Break

09:00-10:30

Plenary sessions:
® Plenary Panel Session 3: Innovation of medical devices

® Plenary Panel Session 4: Effective implementation of regulation of

6




Time

Item

medical devices

10:30-11:00

Break

11:00-12:30

Parallel Sessions:

PS1 Innovation of medical devices

PS2 Regulation of medical devices

PS3 Assessment of medical devices

PS4 Management of medical devices

PS5 Human resources and medical devices

PS6 Health service delivery: oxygen supply systems
PS7 eHealth

PS8 Assistive devices

PS9 Personal protective equipment (PPE)

12:30-13:30

Lunch Break

13:30-15:00

Parallel Sessions:

PS1 Innovation of medical devices

PS2 Regulation of medical devices

PS3 Assessment of medical devices

PS4 Management of medical devices

PS5 Human resources and medical devices

PS6 Health service delivery: oxygen supply systems
PS7 Human Factor Engineering

PS8 Reproductive Health and Research

15:00-15:30

Break

15:30-17:45

Plenary sessions:

® Plenary Panel Session 5: Assessment of medical devices

® Plenary Panel Session 6: Management of medical devices: from
selection to safe use

® Plenary Panel Session 7: Human resources for medical devices

17:45-18:45

Adjourn (17:45)

Exhibit and poster sessions

® 2017#S57% 12p BT kA

Time Item
Regional Parallel Sessions:
PR1 Africa
08:00-08:45 i
PR2 Americas
PR3 Eastern Mediterranean
PR4 Europe




Time

Item

PRS5 South East Asia
PR6 Western Pacific

08:45-09:00

Break

09:00-10:30

Plenary sessions:

® Dr Marie-Paule Kieny, ADG, WHO Key note: Medical devices in the
context of the sustainable development goals

® Plenary Panel Session 8: Priority medical devices for cancer care and

other non communicable diseases

10:30-11:00

Break

11:00-12:30

Parallel Sessions:

PD1 Innovation of medical devices

PD2 Priority Medical Devices by Healthcare Facility
PD3 Assessment of medical devices

PD4 Tools to support of medical device management
PDS5 Injection Safety Symposium

PD6 Medical Devices for Emergencies and Disasters
PD7 eHealth

12:30-13:30

Lunch Break

13:30-15:00

Parallel Sessions:

PDI Innovation devices for newborn and child care
PD2 Quality and safety of medical devices

PD3 Radiation for diagnostic and treatment

PD4 Innovation for in vitro diagnostics

PD5 Affordability & appropriateness of medical devices

PD6 Lists of medical devices, nomenclature & pricing

15:00-15:30

Break

15:30-17:00

Plenary sessions:

® Plenary Session 9: Medical and Assistive Devices for Humanitarian
Aid and Emergency/Disaster Relief

® (losing Session: Conclusions & Announcement of 4th Global Forum

on Medical Devices

17:00-18:00

Adjourn (17:00)

Removal of posters & Exhibit unmounting
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-~ %5 K B 1% #(Regulation of medical devices) :
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(manufacture) ; ~ " & # (commercial release) ; ~ " + # {8 & 41
(Post-market surveillance) ;~T i * % & (end of life) ;| % 5FFf > &
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Q) M FALEE G AWE RN BT AN FLIEH S o
3 g i

G) FBEZEFTHRNE o SR AAEPAR ~ 23w H
FPMGTRY FEEGAL D R O%) BB 2LE R

FRHESFER2 2R R (el ¥ E L A

National Competent Authority Report, NCAR) °

A FZEFTHEL B EEER A LT 2FDE FH ¥

(Z) WEFHEHL D EERER:

l. % B! 17 ¥ E H4p £ (Medical Device Directive, MDD)2 & & &

FE R CRGFRE D BEAR

(1) %3 (i&95 MDD ek # & £ 2): & ¥ it 5?“,%?”}5‘*& R
i R e R

(2) b '& g = (i&y5 EN ISO 14971) : % - i& § (continuous) ~ # 5§

(ongoing) ~ & ¥ (iterative)i 42 » ¢ - EEAFH AR 7 A5

(3) *+ # {5 & 4R(Post-market Surveillance, T £ PMS): & 3 & 1< &
FH S EERGFR S FIIFP S AT 2B
25527 MDD 82 & R EF RPN 2 (AT- 2
GBARR 0 U A A S P SR TL Y N%(F 3
i gh PMS F A { 3754 10 Tk 320 B %) 5 DB £ 2 2
et EiRerF s W FF o MDD A2 L HE

S S SRR LR ST £ EN F FE

2. 2017 & 5% 5p iRl %5 K %4172 (Medical Device Regulation,

MDR) » ¢ Z 3 % PMS % blbefl FE L& PMS 5 & £l ¥ 4
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s ZRFPEM(4 PMS)E A R 5 L F M E R REB M
(Notified Body, NB)2. {7 Z (& 45 PMS) ; PMS Fdig * 2 R4 5 2
Hp % 2 |4 3F 2 (Periodic safety update report, PSUR); + 7 {& & 4R ié *

7
“~

Y ,:5 - %, L
R -+ ,f» LU o

3.MDR Rz ¥ F g st ? B FRPIFLE LI (active
role) > & FE/E P (S5 AP AR WEFT N ML FTEA SR
e o o M AT W K FE - R A LM PMS
s BAAHRG SRR kg b B s Z AR F (PMS plan) - 4p
BEFORLE Y L RTHAIE Y B AR INA (Ao h 'R 2 TR ER)

* JR f+ £ P [ (transparency)2. P 7o

4. MDR % PMS 2z % & % @ #:3 j‘—_iﬁi’ﬁ s £ ¥ (economic operator)
EIEsrie (T2 g Bh o REFE (37— £ A h ik ul
BEHASE T EAREIRBTEEZ Y 5% ENWELTEF
W ERTE G 0 207 LEE MDR G iF ¢ PR L
PMS Z g $ 52§32 PMS FH e HFREH 2L b7 2
S ka2 X 2R TR NE TR S o 2R FTORT
LATHE /RS S BB I~ R~ PP R 5 ATTR
FiEhm s (ATE 2MEREE LR ENILTTEAFLIEY
jlaFl-'»sg:;Eié}é_&-i??ﬁ_\éi;;&—’é’}_'ﬁ_;ﬁy W H

BEAR G ABR AT A W AR(F LS A AR AR ) -

5. PMS"J‘%?,;}i,{{&‘Q |"’7 — : ‘}“‘J’lﬁ‘?ql] ;,Q 2L

(1) B 5 ClassT 2 Fh Bt > W ¥ F AT PMS 42

»}g% —E\#J_ 37 R B TR (e S F '\:'uﬁ'Q )

(2) %k~ #f Class 11 2 Class III 2 ¥ % £ 44 ﬁié#ﬁ@ﬁi T2

HE2HPHFLPSUR P F e ZHIE R 2 8%k 18
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Tk iE B (Post-Market Clinical Follow-up, PMCF)4§ £ 2_ 1 &
FIH L E 2 AR Y g o® B 4 4 Class [Ib §r ClasslIII
2 ¥R EH W 4 > & 2 PSURSwp #2475 Class lla

2 F ok B ﬁlﬁé‘r_—:ﬁf@ﬁ @ & $. % PSUR
6. PMS &2 % 2 g 4  F%E R84 F ¢ ISOTC210 #-f # 12T (£ % ¢

(1) & TS0 13485 T 57 4 72 s 5 | W% 138 2 B AT 040 2 4p B 4

WE e oo g 52 PMS 2 P arid g

(2) 2 1SO 14971 "h ' 32 ) M EE 2 :ORT %7 > AL %
PMS 2. 31 % fm &
(3) ¥ <475 ISO/TR AWI 20416 [+ % i3 4L ) B HE » v 5
oL T PMS 2 g3l 2 i o
7. k& F g N &R 54 (distributor) & PMS RE P w2 &4
"5 g MDR L E &M FRT PMS § MR Y F W
R = 2 B F7 % = Mr Robert E. Geertsma ¥ & PMS 2.2 2 &
B W EX LT AUBEARL L REHT o U E LR
PMS 7 #
(Z) %P FhEHZ MDR = 28422 52 o4& ¢
B

LBEFREM? IR FRENZWALTETHL T A 54
SOF A AERFH2H SFFOP(X 5 AMANY LA EE)
#Bfaéffu‘ FATRESOF A cHEFRBFHIFLEFETFN LA

RE o HY 6~10%E LT IASFFE -

2. @ﬁf%}%%‘ﬁfg PR e fRERY PR > v B A AR R
(Essential requirement, ER) ; # fr R &8 (fh p IR 2 ‘-‘_.‘—_3‘ ¥

PR BN AP S R 8 AR o CE o A
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A BB LM KM FEA1 ) RAFLGARRE T
PR aPTERA EREENEBE NBR TS Z 32 > 331

FREA 20 PR ER AR LR BT L

3. %P MDR = #2472 12017 # 4 » S5piiE=3f »5% 5pgF»

BERE 2 B0 L3 E(FRBH)E 5 &ML EREH) -
4. %P MDR f£~ £ BLAE &
(1) % 5 & ¥ (economic operator)2_ § Fl % # ix ;
QIEHER AL TR R GFREHHF LKL D DF 4
(3) vab ¥R BHRBPHNB)L 2HE2 EFEE
(4) R R FIRa] o Er AL ETF R BHLATR Ak

(5) R TRAFERZ AP FHIFI P REFELTE A B
RPN S i
O 22w FHEEHFTHLE GRS Rt EPRIEEE
TeABiE B i f8 TR 2 TR AR S
(it ¢ FRMAL D RERE2LEIT;
(8) Tk L ¥2 &7 2 F i » FITHIA KT 2 LALA o
(=) WHO ¥ 5 B4 23 L% 403
L. kg5 WHA % 67.20 5L3% T o i F o & &2 2 A & 0 § oehiz
WA A LA k2 v R AF 4 F B S % F] WHO
Mg 2 2 g it X0 FHEM 2 R B A B PR R

2R AR RERGCF R B2 PEREAER) -

FPRFFEHT R AR ¢ BEFRRATSEF ST L34
PRELF FREHASFHL - RFIFL PR £ L5
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CRRIERS AP F
WHO 3% ¥ B2 B 4R 20 ¢
FEEH P HEF AR MR RS T (R
BA PR ERE L)

LEGAL FRAMEWORK

Expanded level controls and enforcement

LARMFRE o B
HAMHEETH

B

™

ERF

Premarket Placing on the market Postmarket
Create oversight of clinical Perform in-country quality Establish within the regulatory
investigations management systems audits authority a postmarket
Appaoint and have oversight of ) o mrm’gxﬂ!‘me
CABs Perform review of submissions
for compliance with Essential
5 Principles
Recognize standards Require mandatory reporting
by manufacturers of adverse
Adopt a medical device events
nomenclature system
Control advertising and Inspections of registered
promotion establishments
Provide for testing
laboratories

Premarket

Placing on the market

Basic level controls and enforcement

Postmarket

# Publish law, including definition, and
regulations with transition
period

* Establish medical device
classification for regulatory
purposes

* Establish Essential Principles of
safety and performance

# Establish basis for reliance and
recognition

* Establish requirements for
declaration of conformity

* Establish requirement for
manufacturers for a QMS

# Establish requirements for labels
and labelling

* Prohibit deceptive, misleading and

false advertising

blish provisions for excepti

premarket situations

* Registration of establishments
» Listing of medical devices
* Import controls

* Establish a system for vigilance
reporting

* Require mandatory notification by
the manufacturer of field
safety corrective actions

* Establish a procedure to withdraw
unsafe medical devices from
the market

* Establish procedure to issue safety
alerts to users

* Undertake market surveillance

Bl 2 WHO £ 32 ¥ B+ % 4% H 4503

AR L FREHL
EHAHEEFY BT T

I Actions of Medical Devices Post-Market Surveillance > 3

% (2 aE

EEUE N 3 5

PE RN

@?%*ﬁ*ﬁ%&%?ﬂ%#’@%ﬁw&imﬁ

&@waﬁ‘nzw§&>www
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R A SN f P E R

LoBRGLFRBHD BMR5%FHFH & D LT 1,915
FFREHF ASIRC PRSI FT L N EH K
PLEH ST FERARE M S ERES

208 KT LFREHF RN ZRAML X 2 ocbL A4 RR
(Essential Principles of Safety and Performance, EPSP) > %5 F B T
Y IR %5 B B H 2 R t%fc € (The Global Harmonization Task
Force, GHTF)2 WHO # {r> iz b "%& » 5 ABCD » % % ¥ $ * [SO
13485 2 1SO14971 % F*% 4% 2 GHTF :}F, Pl ity ¥l g TR

2 ¥ % F114p £ (ASEAN Medical Device Directive, AMDD)3# fr ©
3.8 RE HFFEHISAA FEAIR

(1) GrmEEFmEs s 25 LR a@® ~plE- 43
(commission) ~ i3 % 3¢5 F & Bt - § k7 L e d " Medical
device competency regulatory programme | 27 %41 R

B A SRR B TR B R RASE X

B(AS P R -BR)RTAARBELGR3IZMD -

COMPETENCY REGULATORY !

FRAMEWORK

PROVIDER

=
=
=
=
=
=
=
F=
-
=3
s
=
=3
=
=
=3
=

B38 KRG L FRFHIMAR FILEH
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W48 kd & FR BHEIA J R E

(2) 4 B 3" B4 (Training Body, TB) % & 4 & # #

=1

(Competency Certification Body, CCB)¥=/f v & K & ¥ J &
# § 72 & (Medical Device Authority, MDA)¥ 3% /8 » #jir 4
A% gulﬁﬁ—‘ﬂk 7w MDA ¥ 33 ik E2 > 4 MDA

TEEPERERT I NEEACRS) .
CERTIFICATION BODY [CCB], TRAINEI
FTECHNICAL PERSONNELI[TP]I ISTING IN 1T

REGIS TRY

WS 8k L FRFHIMIA R uE A

%5 K B 41 2. £]F7(Innovation of medical devices) : 4% 37 %5 F BHAIFTA
EREGERYROLTAR ¢ Wfer MIPF R EH T AR R

(FiRF U AAEES LH)~ 12 - LRFE R ndn(ied 2 158
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Jit

2= I BB R ACE 2 QY FIMEEE - > Fla B -
F88 & ¥+ i (initial set-point algorithm, ISA temperature protocol)’ * **
EAZMEBENLIRE > BHIF A EQ -~ KB F P Bt
B Y A RSP ERE  LNF A ARGPER LY L2
(silk-based scaffold for tissue engineering)3g #p Ji& * 34 ~ o2 4 F ~

£ AR REEE R TP RES Y S 5 M F R
H EEEN - Bia3 5 LA #(a box based implementation)f% - %

/
£) PR EHPAR 43 R R

b F R E4 2 F F & (Radiation/medical imaging) - W * + 3LA0 B
R R BB F R EH R T B G BHE T A

TN IR RN T LA L TR SR
DICOM & 3% AL 5 5 R ot f1 730 @LERF 0 59 5§ 24 eip 7 f sy
SUSRKR R A BARE Vo 0B ok B R G AR o R g
bR ST BTN TR FAE Y NP H R

A M H 2 @ E & (ICTs in health) :

(=) BEFEAPHEFREHG WA 1o TR LI S er BR

'

SE AR A e R A B AR BE RS & LR A
BAPR o P w Y MY  RRIVG AR E AR B R BT o
TR fiiﬂf&oiﬁﬂﬁ%@?aﬁﬁéigﬁ&ﬁﬁéﬁ

20 F i d W et P eri 2.ah1 £ (decision support tools for better
diagnostic) » #-7 §[ 24 F o 4 R feid i (7 { L EE 0§ TS

R B TR S L o AT SR TR R
PGB D F FFEs 2 87 o (i b 2 T Fop BH A EL 5 TR
AR PR Aol U B o de H H R STenD prid ot E
PR g P A AT &G M %r}ﬁf AR FRE R R YL B e
‘ﬁ%)%m*%‘if"”ﬁ&/v\ﬁﬁp 2 UTIR el Fad o
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(z)

TREF UK A 2 AP i B ’?@«’fi‘?ﬁﬁ‘é‘ﬁfﬂ@ﬁ%i‘ﬁg
REV - FRT APEET AZNAPP) - F RN AR REL FEF
14 (smartphone based device) ~ Z = F R g™ # A4 f 2 > of 4 e Ap
B A SeeriFs g (A )~ & D~ F * [ (usability) ~ A F]1 42 (human
factor) & =iz b » il £ Bt PS K B H '8 § B E (protection of

privacy) ~ ¥ 3% 2 (cybersecurity):k 3L 7" 4e £ AR o

d NS PR R R OE R RFRRRRF R FHOT

ME 2RI FE ZHEREEEFAEAL B DA CFEIFE

”Wﬁh:m“?ﬂ%m%*@ﬁkuﬂﬁﬁ’?ﬁﬁﬁﬁ%&ii@$
v stk ek bl & T Pﬁf/ﬁgﬁgﬁxaﬁAm* PITR B M o

FREMFTRE 2K L - B ERGRPAFI B 17
FEHRY O AAGEAEOTI R FREH BRI RR DT
P %@ FDA © &£ F 5 BEHHF % 2577 4p 31:Content of
Premarket Submissions for Management of Cybersecurity in Medical
Devices ~ Post-market Management of Cybersecurity in Medical

Devices Guidance for Industry and Food and Drug Administration Staff

¥ ok

\\?{r

¥ o om B %A ® 4 [SO/IEC 29147:2014: Information
Technology - Security Techniques - Vulnerability Disclosure -

ISO/IEC  30111:2013: Information Technology - Security

\\?{y

Techniques - Vulnerability Handling Processes 7% ¥ & %% o

FREMZTASZ 2AMA ARG > & 5 - SRl LD
WAL TR AP ARE AR ALY o
T FREHOTAL 2AEL T EENFREHAES FAoF
oy FREFRAAMIRAT  FREHR Y § 2 FHPRER(G
FREEMR)ZTH TURE AL T AL M B
FERAROT LMY R FRIRE P PREFHFTAE 2 -
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¥ B & £ & Al (Nomenclature systems)

(- ) H - #w%) % ¥ (Unique Device Identification, UDI)[f] 4 € 3% °
1. €3 1A % Johnson & Johnson = 2 i 4a 4 Mr. Mike
Rose> ¢ ¢ d 2% FDA § # UDI 1 it/ 22 m F R Jay Crowley
42 R4ed UDI 8412 Hscx - 22007 # 5 &) 0 % B FDA 1z
IlAgE 10 g FRhEHLH % {2 (Medical Device Reporting,
MDR) » # ¢ 15%4% > & &3 5L 3145085 ~ 50%4% > prgie H @
dAFEA LG 10%a 0wk A o FIR A 53%h- mw e ®

OB REHESBED G L] 2L 2 F R EH < E W FDA

%% W% F R B2 A 2% 4 (International Medical Device
Regulation Forum, IMDRF) % & 2. > 3f{2w FHL A4 > 4+ 7 2
HZBPNFHEAE > 22 UDI FREERCR 6) » £37 37 % 842
SURUELA I

UDI Databases:
Global Core Data + Local Data

"l-t-nlur WY et

* D1 Ut of Mmamern - Gusiiny
* Uit of Une Ot

Additional local data alemaents
defined by the FDA

Global core data elements
defined by the IMDRF

Bl 6: %R UDI ~% K34

2. ¢ 7 ¢ HEa \@f;\%@zjgfx]gﬁ’y-;vgaFéUDIiprsH%f?ﬁm%f*’
BMAZERT7Eoe ¥ 0505 > UDLs4] > I A& 3 8w -

j‘%‘%t"g Z:t pQFF UDI P%i?%%*j‘rﬁv](i]ié }@’}l’ ‘:Te’%;,

lll-{ir’l""x&'%}‘m%%? UDI z #Bﬁ,ﬁ'ﬁ"]laﬁ»i}*‘% o
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TREDEH PR OEEEFLPNF DR 2012 EFTFRE

HER2 2R Z R R 00 £ REPEF TG &)

\mL

b 2 F R H G RS FREH SO EAR AE

s FERATE SIS FARY TELR o a ded UDI VR KA S

O HEE TP 0 @ A SRR A RS 0 N E UDI #FERL SR
pER

PER-UDL ¥~ 7 2 i H g feeniz b 2 SR 4E o

F% EH & F 2 % 2(Quality and safety of medical devices) : + 4L # 45t

PRk 22 ApM BMaml c HR R FH R Rl A2q AFF TR

WA R AR ITRE ARG AR 2R

(=)

(=)

FREEE 22 ARM BHORTE DX 2O R F DR BEH
dEAFEFE LR E&?ﬂ%kﬁﬁiﬁw§%%$ﬁ%@
ARG ATRIER o £ R FrpEF & € % B (WFSA, World Federation of
societies of Anesthesiologists)i® ik & F& - { 4+ Pfrfs % 20 F HHr

Rie * enik B AR 3R 0 SR BT AIRA

i35 WEFSA i2 3k 2. T % 2 ehffrfis 22 % (Safe Anesthesia Kit) | #7233 %

B e it

PP =

CREER T REB R L READM iR

CH AR e LE M FHE AR £ T R R

e P

R T SRR M FH RS R N FH R G TR R

7R

Hawgr FpEHdagrer

DY e Mo F EAAE A RRRE I E Y PP B

HEZR* IR RF  LAAFIZRT Ry OHEHERL L
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GEER RS Y. B S E TSR E R I R
AAREARPREHIARIBLE I A6 AL RO

éﬂ?ﬂ#ﬁmﬁ?ﬁ;g%%ﬁk@?§ﬁ$ﬁ%@?—ﬁaﬁ

200 % 0 ¢ F - m S H S KALWRIEAT § 0 bl 40 PATH(Positive
Alternative Therapies in Healthcare » & 25 {1l > b ehG &5
LR I%E AIRTNS Nkt B R L R FIRF B FF I
3+ 3% (Helping Babies Breath program > HBB > P e % 34V iv 5] 2 4
B B AR ZEHMT RYNE R R 2
BRI S 25 R F h L AT 3T T Bk dp 51 (Reprocessing
Guidelines for Basic Neonatal Resuscitation Equipment in
Resource-Limited Settings) » ¥ *t » % & FDA » #4>% ‘F R B3 Ry ot
EEE R %5 Po¥dst H = @ # %5 e 23T 4p 3! (Enforcement
Priorities for Single-Use Devices Reprocessed by Third Parties and

Hospitals) °

3R BALFHE %Y R Lt E N r FHE AL
g ﬂ’ﬁ ;‘i ‘lﬁ‘f' ’ Iilj'él\-"iﬁj ﬁ, 2 /}fﬂ/ F. # = :_}./tli\}j’l\‘ /Eﬁ’{ Y

PO IR DFH R R R RS

4. wFES R FHOLASLE &Y Db GFAOFF R AT R 2T
WAL RARROR G A AT NG A FRAEFHL L 2P
PRt By Bl bR LB R AT A S 2 2 R

5. B FHEL AL a5 LA TR
(1) # 2 2 - f 82 5 5 (Reprocessing is Manufacturing) ;

Q) F e®™E - fAF & 2R F 457 5 (Reprocessing is a
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Regulated activity) ;

B)- 4d ¥ =3 & %5 Fx 34 {7 (Conducted by third party or

hospitals) ;

@DFTEERT FHEFHRUERALE R Y 5 g™ e

{7 3k 3+ {2 7 (SUD are designed and valid for one use) :

i HEEr RS R E R R B AL AT
B BHA LT VRS R AL S F B g

9:7; e o

\v“\ﬂ
‘p,
1\‘%

i, @

s pApE -

. & W@ Be® >~ # o MR % (validation and performance

tes) 4 B H % Ay i > FFEFTE AL 0 i

TG o

G)RFREAEF T BASE T L R Ui

(Reprocessor should know materials and manufacturing) ;

(6) # f%#)%@;ﬂ/p PR s A TN L FERE T

(Reprocessor is responsible for adverse event) :

i RERAEE AR AL ASSE UF e a Rl

Az 2A S B ? Wi AR EZ@? § 3 o

. HELRIZF PR ASFEL D LR v L
=2

6. Haig* FHE Z- 873 E7 7R
(1) B 41 #L e 4] (Control of “Raw Materials™) ;

(2) B4 ek 2+ A2 (Design specification of the device) ;
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Q&S RFEETLE P32 18 B F F #% % (Identification of

changes to original device) ;

G RFEGFF I RHARRELI VAL AR

=g

(Unknown effects of cleaning, disinfection and sterilization) ;
(5) £+ 4 gL {8 F #1 # i 72 #%(Validation on functionality) ;

(6) ‘P ¥ 3" T2 i 18 D ¥ & 2 i BGE 8 (Traceability of

reprocessed devices) ;
7. E i FH AL AR AT

(1) %5 K Bk & 4 5 (Risk classification of the device) @ — &

TRARGFHAR G R ERFH

(2) # 2 4% B (Reprocessing protocols) @ £ kJ2 Jf & B A &

P~ @B A s F AR 2 RIS
(3) # = & F % %(Quality System) ;

4) - B B 58N @ A (Number of reprocessing per

device) ;
(5) i % &7 (Labeling) ;
(6) A & W 4T % 3F A (Recall and retirements of product) ;
(7) I B ek *%& (Risk for patients) ;
(8) h *% —FI # % & (Risk-Benefit of this practice) °

8. AT RALL TR AR AH R FHL L F b
B okow g Fldritis ARt RIS R P BEY 2 4 7
WEmARF I gEERY A S L ol E P ERE FEAEA

EHE O~ E o ¥ - R A FIGAR T TR ] e ? Mo
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RIRAF 5 iz (EFH G Rl FedR 15 1€ * o dp M RAL NE T A
B F LT RERRSE o

Lo A T SRR B R Fo B AR 5 Wi
,@@£&%EWW§%$HQ%&’%@%%ﬂ%%%%%
Fod ARG PR BN T DA F o F 8 R A SR AL AT
A&ER c SR FDA o A HE @ FHEAILT it €7 7
G T B R AR RFIELE TG AR el o H i
FHEASLGR Y §HREAILE A ST 2 5%l 2 BF b %
g 2 o~ -4 3 (Cost-benefice) L2 i % » &7 B * K
FOFRe T AR TRRAE S ERTERE LR FR
BHELAILA S R v i R AR AR S N EE >

AR R R AL

CRFREAF T ORGDE K G 0 - a3

E 4
P
o RIAHARTFEEAE T AHNEF AL BT

kH B g A oggggpﬁ%'#uﬁﬂ@ﬁ?f#ﬁﬂﬁﬁ%iﬁtfiﬁéi
R % R B2 x}f%}f%“ﬁ'*‘ N SR R N2 - U (R N Sy

3F

pliAZ g A i BEPTISZG A Jlah o w @ T’”f%ﬁ {-p-
£ 72 it ¥ (ALARA, as low as reasonably achievable) » » )’j%{;ru £

PURE) RS F R AN T 0 T A S R 25 R g A £ B

*

&

. B <5+ § ¢ (ISR, International Society of Radiology) # 7+ > T #p 7
TRT O GANGEMERrE S B E)R AL o A2 AIFE IR

7 % #. 4 (Good practice in ultrasound probe cleaning). 5 ¥ %\W‘ﬁ»ﬁ
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o FRGRAREFDR G o2 RAL A FF ¢ (WFUMB, World
Federation for Ultrasound in Medicine and Biology)} & = 4p B ey

S AR R 3K

L AR e —E_éi%]ﬂziiﬁ YRR (M) ~ R B A B(TD e 12 27
PR F AT TET R RS F AN AR AR BAZ T R

P
P BPHATF AR NS PTG 25%e g ATy

T,

RS A MDD ~ E B (TR ia > © & 2/3 i &

)

324 MISTIEF DR AF F o % B FDA #0330 g
2 A2 3 ik MI~ TL #0045 P Fg g > IEC 60601-2-37 7% 5 4p b 2R
FrERPERFE-CARS AR ATHUSF L FAM Ry @
PAATHARR AN R LR AR R LA R E R R
Ao Lo e FAH AR T 8 Jado i 5 32 i £ (ALARA, as low as

reasonably achievable) )4 -k *& "% I & 1% o
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ZREA

PrFTRFERZERE BT 5 ARPFES Ag oL E
K B iz A3 - € (Asian Harmonization Working Party, AHWP) ¥ £/ 3%
JER ff)%?‘?"ﬁ/z*ﬁal_@]‘,fp1‘\?7?"’*?}*&%‘%%,‘AHWP<
F T mTIEE AHWP &8 & B E e ¢y o SRR
M ERE A4 ffiese IMDRF 2 AHWP 3 R"Z e sip b 1 1738
Mo P ARPHES 2 TR RARFEFRE FEFLERYFR
Tk AR e A W PR B L L R R

\ﬂr

%80 WHO ApM 338 € 3R 0 5 L] 0 A= g R B HITR % 6 3K
Mg RP WELE R L« § WHA By40 3 ¥ > & ¢ e - 4 = 37

ERA K E e ARAEE S0 WHA o R3]0 552 WHO A M € 3% -

AFuriad TFREBEHELE R R BELEREFREHZRA

EARE € R 0 B 22k & R RF R B M AT RARE > ¥ IE L AR
EARP LY RARFRE FH P RARRER S 2 RERREA L
B A FRF R

P f & RRe B RGIE 2 UDLFR G0 i 3 F o BH oo
G HGEE TR HRR T kS e AR A0 104 E 100 30 p 24
TEREHE - U AR EYZ BAFREH UD fe
o XPFEFab g PR FREHRF E

TEFFT LKA 2 APM Y DF R VR RER S R R ESF ORI
% B WY 4255 (APP) 2 A E %5 11 (smartphone based device)7® & P
ATP R R AR A et G (ki) ~ & 2R BERRERFREE
1+ e7'E 4+ -3 (protection of privacy) ~ F 3% 2 (cybersecurity):k 48 7 7 4
HAE DB REENR R AP B R AR WA S

EHcRE 2 g AR (IEC 62304) 8 H v R"F 4R Rz 40 B AR o 2
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FAOFERR X B A F ookfhem ¢ BF ok BH AT A 2 (cybersecurity)

B ® FHoE AL A REL P E b - WART i F 4 i
Mo o VRE A A FlRdTitie A SN EARITIS P MEH ¢
FAEE A AR ~ LEEARY A5 L SH TR ERE AU
o~ & R RAR L SR TR IR R H S R FRE
HEAT R 7 APMRADT R AR > T LF RS B v e
RORGER BILE § o ok K F $1FAR M ARFE HF R 20§ kehip b
BEGEEE: T oF S

AR TEIA Y KRR Lo LR APFREH 4
WEEGFR IUD) w2 23837 &0 2 d WL FR R G
Z 0 F a3 W B ¥ A 2 1 & (decision support tools for better

diagnostic) » #-7 &4 ¥ Ropeid 07 { e iy G 7 SRR P

FREMAST UBHEDS 5 o
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