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Medical device safety
(2l=7|7] )
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Medical device safety

1. Major phases in the life span of a medical device
(Cl=z7|7] =82 =82 THA)

7HE 2t 7HE M= ZYu ot - ol A8 o 7|
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Medical device safety

2. Participants in ensuring the safety of medical device
(Ll27]7]| eAF = ESot= EHAXIS)

7HE 2t 7HE M= ZYu ot - ol A8 o 7|
CONCEPTION PACKAGING
AND MANUFACTURE AND ADVERTISING  SALE
DEVELOPMENT LABELLING
- MANUFACTURER = =+— VENDOR - - USER —»

(H ==t (EHOH X (AHE XL
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Medical device safety

3. The role of each participant/stakeholder
(ZF OJalj 2 AIXI=2| HE)

> Manufacture (H|Z=X})
> Vendor (ZrO{Xp

> User (AFEX})

> Public (28t C{ =)

>

Government (M &
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Medical device safety

4. Shared responsibility for medical device safety and
performance (2|&7|7| 23} S0 Chet S X )

MANUFACTURER
(M ==t

VEMDOR COVERNMENT
(ZHOHRE) (BF)
SHARED RESPONSIBILITY
COMMUNICATION
PARTICIPATION
EDUCATION
RISK/COST
ASSESSMENT

LISER PUBLIC/PATIENT
(AF2XH (Yt = /%K 7
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Governmental regulation of
medical devices

(2l=7|7]of| CHet B5F )
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Governmental regulation o
medical devices

1. Common stages of government regulations
(2EHEQl 85 fH TAS)

7HE 2t 7HE M= ZYu ot - ol A8 o 7|
CONCEPTION PACKAGING -
AND MANUFACTURE AND ADVERTISING ~ SALE
DEVELOPMENT LABELLING
-+ PRE-MARKET = 4+—— PLACING ——» = POST-MARKET »
ON-MARKET SURVEILLANCE/

VIGILANCE
(AMEHE) (M) (MEZ ZAD
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Governmental regulation o
medical devices

2. Common framework for medical device regulations

(2l=7]|7] fHlof cHeh ¥E =)

STAGE PRE-MARKET PLACING ON-MARKET POST-MARKET
(THAD) (AEH) (Al (A=
#eEl/EYHEHY HE ZHoj Eoj /A8
2K} H =X} EHO4 X} ZHOR X}/ AHE X}
mHEl= g8 2r7|7| &4 A SE Surveillance/vigilance
Ee EE - Ot Hs . *fg JHSEZLE ALR SO« BHO| S Q)
HE 2|l2E « 9|Z7|7[9] ddds B
I1|_,_ o EFONKE O A EHOf = M QY E &
T BEASE 55 a7 - BR MY U FE
2 0
Hotst M2 GA « Prohibits @3Z Lo 7|
AHE 2 FM(IFU) Lt A7 &2 FX]|
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Governmental regulation o

medical devices

ITG

3. Regulatory tools and general requirements
(Al =Chaop 28 2 AL S)

=7HXH

PRE-MARKET
(MEH)

PLACING ON-MARKET
(AE)

POST-MARKET

LT

= A\|m 2 o ool 3 ;™ 3
HE Alg 22 o|27|7| Tojf &2 Zn e Ut @ JALSHO| of A
FHLECt Device license Establishment license ~ YHIMOZ o|g27|7[7t 1. EX EXI
AZo| S07IEE 3 2. AERE S5
... = 7bE|7| FOf| gt 30 HOY|E
o303 o shat ATt S5 He 2x|8H - 4. 2|8 =X
(CE OF=) QE E{YoF|AHL 5 £ Nz
o= 2ot 20 X

Approval Letter (PMA)
L = Marketing
Clearance (510K)
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Governmental regulation o
medical devices

4. Regulatory tools and general requirements
(Al &=Thar gt @ A S)

v" Product control (X|& 2i2|)
v Vendor establishment control (HOHX}

v Post-market surveillance/vigilance (A}

v' Quality system requirements (EZA|AH Q AL
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Standards
(=)



Standards(&® =) 0| 2}?

Standards are documented agreements containing
technical specifications or other precise criteria to be
used consistently as rules, guidelines or definitions of
characteristics, to ensure that materials, products,
process and services are fit for their purpose.
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ﬁE-II- HAAUA|AHEZ(0|Z)7|TH0| AAIE E5 T

—I:Io—l

G, ISOl3485/ISO900l)

2

4. Q1™ (Accreditation): Z&Z|(0f, 21F 7|2 EE= 7 Q10| &
seiet S 20| Q=X Bote 1 AL]
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=7L X[F, =8 25 AL

=7t B#E 7|3
e O/=: American National Standards Institute (ANSI)
e 7HLtLC}t: Standards Council of Canada (SCC)

N 725 7144(F8)

* CEN (Comité Européen de Normalisation)

o CENELEC (the European Committee for Electrotechnical Standardization)
« ETSI (the European telecommunication Standards Institute)

=M BF 7|4
* International Organization for Standardization (ISO)
e International Electrotechnical Commission (IEC)

e International Telecommunication Union (ITU)
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BEFES YUNoR UTU I X2 THE

el (04, ISO, IEC, ANSI, CAN, EN, DIN) = 4 el 7|2t
Sxf = BF AgHs + uy dE

CAN/CSA-Z386-94
19944 0| Canadian Standards Association (CSA)0| o|oH 7)etE| 20 Standards Council of
Canada (SCQO)0f 2fsff 7HLICE =7t HH2 = X[HE[US.

ANSI/AAMI/ISO 15223:2000
200030 =2X|+4 ISO 152230]| O]=0j|A| Association for the Advancement of Medical
Instrumentations(AAMI) | 2|3l *H EHEl 11 American National Standards Institute (ANSI)

of ool Ol= =7t #A22 X ZEAS.

UNI EN ISO 9001
27| 77 1S090010] SFAEN)2Z M=HED 0|22|of 27} 7 2(talian nationa
standard: UN)) 2 X|HE| L. 19
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ZH 4
(Harmonized Standard, Recog
nized Consensus Standards)

2HFH, X YFH, 277
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Regulation of medical devices
in Europe
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Ol= FDA= 449| o|=z7|7]0|| tiet S50| 28%/0 A=

-

el =77 SEEF

Class I: Lowest risk

Class Ila: Intermediate risk

Class IIb: Higher intermediate risk
Class III: Highest risk
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e Time(X|ZXOl M= A|ZH
Transient — YA|™E ™M= (605 O|0H)
Short term — '—_-|_|'7| ¥ Ef ( 605 OlM. 30¢ D|D|_|' )
Long term — 27| ZF H=(30Y 0|4

« Invasiveness(4Ql, H|AFQl o] & 7|7])

o Active devices(5 &, HlsT 2|&7|7])
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NON INVASIVE DEVICES

ITG

|&27|7|(Rule 1 ~ 4)

Rule 1

Either do not touch
patient or contact
only intact skin

Class |

Rule 2
Channelling or
storing for eventual
administration

or

or

For use with blood,

other body fluids,
organs, tissues

May be connected to
an active medical
device

Class lla

Class lla

Rule 3
Modify biological or chemical
composition of blood, body liquids,
other liguids intended for infusion

Class llb

or

Only filtration,
centrifugation or
exchange of gas or heat

Class lla

- 14 .

Rule 4
In contact with injured
skin (mechanical barrier -
absorb exudates)

Class |

or

Intended for wounds which
breach dermis and heal
only by secondary intent

Class llb

or

Intended to manage micro-
environment of wound +
others

Class lla 24
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M °l&7|7|(Rule 5 ~ 8)

INVASIVE DEVICES

Rule s
Invasive in bhody

orifice or stoma
(not surgically )

Rule
Surgicaly invasive
- transientuse

or
Class lla

Transientuse Shortterm Long term Connected o an
use use active medical
device ofClass lla
orhigher Diagnose/control or Supply energy/

. cl -defectofheart/
ass 255 central circulaton system

ionizing radiation

lla b
Chlss b
Class Il
or or Reusable surgical
instrument or

Ifanly in oral Ifonly in oral
cavity, ear canal cavity, ear canal Biological effect
ornasal cavity ornasal cavity

-mainly absorhed

Class b
Class Class

I Ia

System to
administer medicines

- potentially hazardous

25
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M °l&7|7|(Rule 5 ~ 8)

INVASIVE DEVICES

Rule 8
Surgically invasive
Long-term use and
implantable devices

Rule 7
Surgically invasive

Short-term use

| or LN or |

or /Class or
Specifically to Il Supply To be Biological effect
monitor/correct energy/ placed in or mainly
defect of heart ionizing teeth absorbed
or central radiation or
circulatory 1
system - by b
direct contact
A or
or
] ] Undergo
or Biological effect Used in direct chemical change
mainly absorbed contact with heart in body - or
or central administer
For use in direct i circulatory/ medicines (NOT
contact with central nervous system in teeth)

nervous system

N

Undergo chemical change
in body - or administer
medicines (NOT in teeth)

AN
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=& 2|&7|7|(Rule 9 ~ 12)

ACTIVE DEVICES

/ Rule 9 / Rule TU\ / Rule 11 \ /
Active device for diagnosis. May '\ Active devices to administer |/ Rule 12

Active therapeutic devices \ f I for "imagi L .
intended to administer or I Su%ﬂr};ggzﬂgnib:i:orlr\r:i?gllng remove medicines & other || Al other active devices |
exchange energy physiological processes substances to or from the body

— __;—'—""‘ - —— ___'—'—"'_'
lla /=' lla :
ar ar
or or

Administer or In;:r?ﬁsriéo When used to monitor If this is in a
exchange : Special rule vital processes where potentially
energ\__,f n mcf:lnltoror All devices emitting variations could result hazardous way
potentially di |nt|uen<:|e ionizing radiation and in immediate danger

hazardous way 'rTﬁ) Y at_c ass related monitors in b

active medical procedure
therapeutic b
lib device
or

b

SPECIAL RULE
All devices emitting
ionizing radiation
and related
monitors in medical
procedure

llb

27
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EH % (Rule 13 ~ 18)

SPECIAL RULES

Rule 13
Devices incorpaorating
integral medicinal
product liable to act in
ncillary way on huma
body

Rule 17
Devices utilizing animal
tissues or derivatives (not
devices in cantact only
with intact skin)

Rule 15
Spedcific for disinfecting,

cleaning, rinsing devices -
for contact lenses

or
Rule 14 For
Devices used for disinfecting RL_JIe 16 )
contraception or other Non active devices Rule 18
preventian of sexually medical to record X-ray Blood Bags
transmitted diseases devices diagnostic images
other than
by physical
action

> A

If implantable or
long-term invasive

YA

28
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Mot m™717|2F - Notified Body

. 9B7|7|0| Y WIS 2ok MK 7|TS

Notified Body2} 1 &t

e Class | H, Class I =™, Class lla, Class llb, Class Il

M&0ll Choi A= NBOj| 2fsff Mghd "7t7r O] F0{X| 1

st ele Mot Bt e S M7t L E

0|>|

. NBO| Q8 M3t Bt} 0|07l A CE 0tYS i}
NB 15 Al S (4XI2))S S| EA|6H0{0F B
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=gty ot =

Device Classification
MDD Annex | Class | Cs'j‘;.‘.'“’;‘ Class lla Class lIb Class Il
Il plus Sec 4 v or

Il minus Secd v ar v’ ar
Il v+ v+
I v ar v ar v or v or
W v ar v ar v or v
VI v v v
VI v + v + v

* Sterile or Measunng
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Hehd 8710 mE ASM FF

- EC Design-Examination Certificate (Annex Il section 4 of MDD)

- EC Type Examination Certificate (Annex Ill of MDD)

- Full Quality Assurance System Approval Certificate (Annex |l
section 3 of MDD)

T~ Py L - I AN . --I\l- lﬂ

- EC Verification Certificate (Annex IV of D)

- Production Quality Assurance System Approval Certificate
(Annex V of MDD)

- Product Quality Assurance System Approval Certificate
(Annex VI of MDD)

31
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Regulation of medical devices
in USA

(Ol=2 2|=7|7] X))



e Class I

e Class II

e Class III

> Intended use(Q|E =l AFRZ &0 gt £

H =
™ TT
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o|27|7| E2 M

FDA CDRH AO|E
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm

FDA U.S. Food and Drug Administration <

CENTER FOR DEVICES AND RADIOLOGICAL HEALTH
FDA Home Page | CORH Home Page | Search | A-Z Index

510(k} | Reqgistration & Listing | Adverse Events | PMA | Classification | CLIA
CER Title 21 | Advisory Committees | Assembler | Recalls | Guidance | Standards

Search Classification Database Help | Download Files | More About Classification
Device Product Code
Review Panel ~| SubmissionType hd
Regulation Number Third Party Elligible v
Sort By Device Name (A-Z) v | Device Class v
For fulktext =earch, select Go To Simple Search button
50 v |Records per Report Page [ Go to Simple Search

CORH Heme Page | CORH A-F Index | Contact CORH | Accessibility | Dizclaimer 34
FOA Home Page | Search FOA Site | FDA A-F Index | Contact FDA | HHS Home Page

Center for Devices and Radiological Health / CORH
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o|R7|7] S5 =W

FDAE BE O|Z27|7|E oM =
=0 7|82 & 37tX| AAXles252

StoI0] Qs 7
shLto] X8

i

- 539 7|E -

> Class || 2BFX| (General controls)

> Class Il: 2HIA X S EYHAK
(General controls and Special controls)

> Class lll: YEFAXA U Al ™ &7}
(General controls and PMA)
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Class I Device

o|& 7|7]
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‘ts

Al OFAI
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o M|Z=XtS| EHEH 2fA
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Class II Devices

o iF=2 2=7|7|0] Si'E

o A|Zt THO{ FOf 510k submission 1} FDARZ £ H
Marketing Clearance & HtOtOf gt
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Class III Devices

Cm9>-||0_|,_'__.>'|_II>- T

W™ =409 O|ﬁ7|7|

ju01| AIE*EI K 2 M2 NS 548
EHM-Ol |:|A|_ X'”E, AHE_C')‘ 7|EO| _lg'E.J

%.

S0l UERE, El YHLTO| 52

27|7

ot M =Ql(Premarket approval, PMA)2 2

B A& = ZEA| (Post market

surveillance)S BFO}Of &t
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Class III Devices
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Electronic Establishment
Registration And Listing

(HASEHE £

ro

A2 S5 R 2R7|7| 2[£T)
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e 20074 108 14 0|22 R E =E
listing =2 FDA websiteE &5|| N|=<9tLCt.
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« US agent HEE HIEA| X|= 9||Of &
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US agent2| st
- US agent= 0| L{ o] =22t M3t Hs 5 FDAO| X|=.

. B|Abet 912f0| E7H5E [f FDAL agento} Q12tS 3%,
S&% 2= Agento| 7| PIX SIEt2 #E

. FDA US agentol| | M Z 0| Cist 20| ALSt, $15 AlA}
N ERETN
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US agent X}z 9 T4 @ JLA}S

+ 9|8 7|7|E& ¢
. 0|20 AFEX} &
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HX SF2| 7|2 BX}

. FDA £3t S2 9l 2|AE| A|AE (FURLS)O|

. &% S2 Al Az} ID9} PINS 4433

.+ 7|ZE MM QX 22 0|0 0] 22 IDQ}
PINS AlR
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FY 2009 Fee?

e FY 2009 Feetzt?
A% 9 AN SE0f G2 HI8S

2| Al H = (Fiscal year)Of| 2} FDAO| X|=5t=
H|E &

EHAFX'—:

EREN
= g A QXE YBte 7|

— —

ojn i

 FY 2009 Fee: 1,851 USD
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Listing 271 AFt

» M= A7

Listing2 dd|sS (108 1€~ 12& 31¢e)1}
e AI7|01I A= E[0f0 F?:.*
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Listing 7| & 2 X}
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FDA website

« Registration B! Listing= £2t FDA
Website Z=2:

www.fda.gov/cdrh/reglistpage.html

55



w

Premarket Notification
Procedures- 510K

(Al ™ 4130 510k =X}
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510kZk?

- OrAIE o171 &8

« 21 CFR 807 Subpart E
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HE U M= X HE

e ClassI B! Class II N|=

. 510k ©| AL ?gig Hl W CH & (Predicate Device)=

« =S/ H|1W X|=(Predicate Device) £t?
A

- A& |30 Q= CH= class II M| &
- HE22 d5 X AFE FE(Indication for Use)O|
SAfSt HZ.
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510k M-8 X

FDA Guidance

L
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= MAl

(k)OHl CHOR A

(Code Of Federal
9| Guidance

DE 977
Off CHot

Regulation)0f| LC}
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FDA
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=xH oz
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A2M T 5’9 (Substantial Equivalence
Ol=7|7|e] 24N 582 FDACH 513x2| (I),(),(A) 20
SE2HE|0] UL

FDAE 228 o 2 &% 2|=7|7|(SE)Q0| HHHE|H
KN Z= A0 A| “SE Letter'2t 2| IE%
2tH o= 7| 7| = 510(k)0f| HA|=l CHE A|H

FDAV} E2 Mo 2 =S5 Ol™st o|= 7| 7| (NSE :

E A
Not-substantially equivalent)@l 4%, X|Z= & X}0f|A| H]

o —r
538 Mils TS

R = QIAF= FDAZEE A|TH 3 7FM(SE Letter) 2 BHS [
X OO0l M SiE 2| =7|7|& A[ESHH o =L
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510k X|= CHAHX

« N =2

- A HEZ A

- Q=77 E= 2t Y s HE0 = METY
A

- A XA ZE epEYS MYt
A EERIERT
. X9t K52 BE #Fots YA
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510k T H| CHAH o] 2 7|7

. DY E

» Oj=0lA HOE[X| B2 2ASE

. CH2 510k0f| M &= 7|7| (CH2 PLO|&7|7|)

e I XM 9|7 7|7|
IEITJITL nI=I—lI—l

| 77, 4-,\
TS ==/ /] (LUSion
e =2 (Veterinary)2|=7|7|

' Ve

~ ~
I UC

\_/
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510k XX}
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Bl = NO

P Yes

SE o mi
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510k X|= Al (21 CFR 807.87)

RIZRo| Y, T, Map/HAMS, ol
AL e[/ AEHE 39

o|lg7|7| E=H (Classification Name),
aHz, O|27|7| 55, ML
QErE, d7YH/E568, REfHS
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510k HIE At (A=)

=2 7|7 AFEXF 2 F(User Fee) cover sheet
= (Submission Fee &=

DRHA| T X ATAF Al 31 M cover sheet
» & T=A

o AFAIZ7 3Ol Rl=s A

. 2

ﬁ>—|0
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510k H|E Al (A=)

 S2E U MAE
- 3= HOIH(EAX| 5=, ‘P:Io 22 A
. BF, ATEQY 0] HE (5
- oS AZA MHE 24 JE

e JJIZZMHIOIE] H 71 MH/EDA
R B | | '|_'-r'__|_'/\|\ru1—\
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510(k) 7|2 874 £ 2%}

O|27|7| AP X} 2 F coversheet (FDA 3601 2FAN
CDRH PMA Cover sheet

510k Cover Letter

2 Xl=A (Indication for use)

510k R9FAN EE= Rl A

M= MO oigt tdd 3 H=hd TlsA
Label and package

xotg MOl U 20t N

HE a%e

10. 9|2 7|7| A HA

11 BAX £54 =0/

12. 7|EF Mg A HHA

© 0NV A WN R
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Review 7|7t : 90€ (working day)

302 o|Lf H|Z sfor
MNEHSZ ASHHY 8F 7t (20 671 2)
- FAX, Emaill2 &8 =7}
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510k At X} 2= (FY 2009)

e 510k Submission fee: 3,693 USD

e Small business : 1,847 USD
2 Z O0|=H0| 1 He 0|2 S ESt=
A

[ B ] |
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510K &=

% Traditional 510k
“ Special 510k

+ Abbreviated 510k
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Traditional 510k

« 510k O| CHCI=x=E K} X[t

» 2| =2 71717t M SOl AL Al A2 A

ME 23S

« Special3! Abbreviated 510k Of StX| %S

» 510kE M= oSteLt O X7t ME7

o @)
|_|-E| AM=2 OT 71



Special 510k

+ HZX7L ENOR ABE 1, 2,353
H Z4310] 510K7} Q LEICID THEkSE A9

1o
HU
~
™
fujn

« A8 R 7= AsEE7t HEEX| B0H0F &

o J|E ATE D Qe o2 7|7| AKX O AT MR Tl
MIYAOZ CFee OHES}0{O} BiCt
1) si=F7|7]0f CHsl o] 510kE A=t HO| U= 8%
2) HMEIALL +HE 2B7|7|Y B
3) 7|2 A=&eof oo HEE X 2 =77

72



w
Special 510k & @ F1/d

e Cover sheet: Special 510k Device HH&4
» AlEhEl H[F2| 510k &

o SE report

« Intended use

« Labelling

« Summary of Design control

e XA MOfA]

-1 k(4
2 =N
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Special 510k off Tt | X]

e Intended use’}
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Abbreviated 510k

- FDAZ} S 2t2| tjefe = X[ gt o= 7| 7|
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Abbreviated 510 Z~9 A

|4

T
_ fi
..,_/ﬂlm_ = ol
S N 1
< &1T Fio
_L._._ R EE
ol o MF i
LH 100 | HA $
m_._._AIW H_A.rﬂ w _Al_._NL
o IKH  Ng
oI . = ™ o
—0 3 Hl X ROTT
" jod KK RO<HI od
e~ odkd T i
H o Wl o ol © ._._E
o Mo KO Hioolo Hio ol
— .
‘A= od T = IF
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7|= 9|5 7|7| HZA0 Cst 510k
M=



510k 7} & 2 5}X]

OF

LS
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510k 7} 2 @9t A

« New 510kE Q1 o}
- MEX|EZ MEE EY X E7EK] 2oy ot

- Kk (Prescription)0 A H|MEEZOTCO o2 HY
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