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AND MANUFACTURE AND ADVERTISING SALE
DEVELOPMENT LABELLING
PRE-MARKET - PLACING — = POST-MARKET »
ON-MARKET SURVEILLANCE/
VIGILANCE

* AF&: WHO, MEDICAL DEVICE REGULATIONS Global overview and guiding principles, 2003
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AARE FH7)el o]27] 7] FFA FAH(IO)E 3l BFES HAs)
atarzl b Zlo] vpE GMPAl ol vh(H e, 2012).

J%N f”

0. 98717 Ax - FL2EY 7E

e5717] GMP= 95717 AxdArt Batshs 277]7]7F A
atH, o= w0 Age FHR
8717] ML FE A T, Az, AAY 2, AA, B, F5 9
e el whgel] o]27]7bA] 9] B
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4 1987 19984 11
Elen 1997 2007 10
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Zalar dom WHO((World Health Organization)®} 93932 34 34
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= A% AR E YUHEH, AN &S 223 Zrh

Y. MDSAP 2% ER
MDSAP Z2I9& At Hie o 2o 34, A= + de A
AP ARE ATE e 99y o= #d

aL, o 87)7] ARl EAsks AR HS H4sEu, 24, 577 Ax
Aol FHA A 2=H g AHg A #HE
FoA=o] AFAS EFotHA R o= ghol| A §
So M Al Aol gaAolal FAT &S T
o2 FAAQ 71+ ¥ At#(Best Practice)dl A% A4 A 7&
QA e Al AR S ST OAA, A3AF ATAAR el gk qf

7) IMDRF YAFolE, workitems, http://www.imdrf.org/workitems/wi—-mdsap.asp
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e
5

el B
=

"4

-

A

IMDRF /MDSAP WG/N3Final :
2013

Requirements for Medical Device Auditing
Organizations for Regulatory Authority
Recognition

IMDRF /MDSAP WG/N4Final :
2013

Competence and Training Requirements for Auditing
Organizations

IMDRE/MDSAP WG/N5Final :
2013

Regulatory Authority Assessment Method for the
Recognition and Monitoring of Medical Device Auditing
Organizations

IMDRF /MDSAP WG/N6F inal :
2013

Regulatory Authority Assessor Competence and
Training Requirements

IMDRF MDSAP WG N11 :
2014

MDSAP Assessment and Decision Process for the
Recognition of an Auditing Organization

GHTF/SG/N19:2012

Quality mangement system -  Medical Devices—
Nonconformity grading system for regulatory purposes
and information exchange

IMDRF /MDSAP
WG/N22FINAL : 2014

MDSAP: Overview of Auditing Organization
Assessment and Recognition Decision Related
Processes

IMDRF /MDSAP WG/N24
FINAL: 2015

Medical Device Regulatory Audit Reports

* A& https://www.imdrf.org

3. =7)7] Az - FEBIE DAL 2239 B4

MDSAP+= Zt=r2] GMPA| %=

MDSAP A &AA S Hafx

g @ AR ST 5 QRS sk AlREA

+ IS0 13485 A%k

8) FDAIA}e]E | International

Programs, available at : http://www.fda.gov/MedicalDevices/
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oz 717l #EAH wel =57 7]9 kA P FEAS FHEy] ge o=
7171 FABYFAS QPAES AAH oz A Juk. 2 A= GIP
AE== 180 134858 7w om 2 Eo] AR Fio] BAW, omr]y] 5
TRY 5 71, A Sl mEk QP A 8ol zhel7t HAE Y] g,
b MDSAP Q15S HdiAl= ZF FAIR = o8 r)7] HYAE, F5 EF
2 5371 ols Ak Ax - AR digk ols7t AaE ojof gt
=3

4. 98717] 73 #E A # AY FYA

grl] BAEE 74 FAGEeG ApEHes FAHL SgHw Qo
e Sl REstel ows171e) A Agle] AAHAL ADHAL A%

H
FB ANE 497 uas

ANRe BAas A wgED 9e % ok,
gu/7le fEAY AL FAHoR FUAT FEOE P 7 glb
247k vehta g,

171 Vs SRls mReH, AlAow At b dEshe ARt

gAAE dAds7l fd, =77l A xIE dFeE 7ITEA

9) IMDRF, IMDRF/MDSAP WG/N24 FINAL, 2015
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IMDRF(International Medical Device Regulators Forum: = A2 5 7]7]fA3E
)2} AHWP(Asian Harmonization Working Party: oFAlo}o]i7]7]Z%3}9] ¢ 3])
7F AYEJY. T 71 B ONE =7be] sl ek e 238t
g o]Fo] FHHoR AR AARGe Foo] dgsts o]FEd ¢
(017 k, 2010).

NDRF= ApEH o= FFojdt di7h 259 dols &8 o=r1719 A=
TR, 45, FHARSI dEE A A= =7 3P FEE ¢ RS A
ek, 71s4 JARE FEsy o 37ke mr)7] oAl A= Bl #

)

4
o] Egol Hi ANE FAdez FHAE AL TAew U,
&

MDSAP =91 w7 % XA sts 7] Qs 2719 o577 xsbr| e 4 2
7150 e Ao s Ayrd thsa g},

7}. FA 8717 A £38 (Internat ional Medical Device Regulators Forum, ©]3} IMDRF)

1) IMDRFe} A sdujd 3 54

1992\ 949, ol=7]7] vrAIG= I o =7]7] Abjie] ARl GEUAHY A

of st FHAY, v=, AUt =5, dE 5 FH, P o-EE Y,
Srlel o)57)7] =g oAl G 3 AR 877 A

TAA Z23E LR % Fo)E s Uzda Tt om | ol AVIE

1993 19 o5 7]7] =Ax3} 7]5"¢] GHIF(Global Harmonization Task

Force)7F AR = ek, 20119 109 GHIFS] 241 4%-E Zshstal o &7
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719 FAZS} FHS srEslelr] s BHoZ GHIFE INDRFE oA =<l
c}0)

AFe FANI A, Z7h ] AR AL 2YSEY 1 HEE Fu 9

2) IMDRF9] ~¥Jt] 1% (Study Group) &3+

20161 @A IMDRFe] 3= 5, Hepbd, syt S, 9 9, ¢
B Ao}, mjmrow A% IMDRFS] Management Committee™ A+ 4=
o] FA &AW (0fficial Observer)E A AT 4 9o, T2 SAHE 9

Ao Felsha ererhy,

IMDRFE= 991439k 5709 SG(Study Group: ATF2AAHH o2 A F o] Q)

=, SGAlA e FMES Ao oA Fe] o577 AE GulEhe

g o] §88 7leoz FEEAT, AzgA, osdAA 2 Fyae] B

o] HlEA ARl AaArgel AW FEHH lrk(e] g RE, 2010). GHTFS] =
w2 230 o] FAE ATkl shEste] RAS wEW, o]F 98

7171 Az 9 FdaEe #HhEE 2HY 253 oA AFEe HE #AE

& AV EW 349 P

:

10) IMDRFJAFO]E | About IMDRF. available at: http://www.imdrf.org/about/about.asp
11) IMDRFJAFO]E | About IMDRF. available at: http://www.imdrf.org/about/about.asp
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. GHIF ~=HUY1&

2~H T 1§ T Al
At A (Premarket) 37} - 95717 9185w 7
L e e B ) s
Al $(Postmarket) AL — Al Fufjo] & AJE9]
HXLQ_E_J—_/_ o_/] T For

Study Group 3 =3 ’\]/\E“(GMP) ob 2HA

Study Group 4 AA| 2B (GMP) o] AIA}

Study Group 5 ’2}%% s A7t
* Z}&: http://www.imdrf.org

=5
w

Study Group 1

Study Group 2

jeis n{tl

¥4, GHTF 2Hu &3 HZEA

TR wAWs EAAE

1 SG3/N99/8 =719 A D Aol oF EAA T ory)

2 SG3/N99/9 ol AH] A=A gk txel e Q)

3 SGINII0 paggan-meas G249 A4

4 SG3/N15R8/2005 FAAGA~E WelA 2l #edzy 259 4
FABBAN - 877w F AR AeEH = AF

5  SG3/N17/2008 m Aqu)oeo] wheo] et 2
FABBN - R -G E2A] R AR o

6  SG3/N18/2010 DE QMS T o] o3k A3

* 2} http://www.imdrf.org

3) 87]7] GUAATZ W AHA ] AA]

IMDRFO M= Zh=re] qtAg=ro] Zhxfe] 7]l me} GMPAHALE X3 el
wah Yepus A3 Ax 9@ ags Folauxl 201295 o8 vl
GMPAIALES Edstazt o &7]7] ddAAIZE T3 (Medical Device Single
Audit Program: MDSAP)e| tjgt #0]E Zle&tal, MDSAP 7\dS 43t

7] 918 A 52 AMsk] 20149 195 Slm7]] AzHA Al
& AW ZEaRe AR ool Be AAT AFL 6. o 8]7HY

AAERIR AMAY @R oA Awmaz g,

_18_



. ofro}e) 5 7]7]1 %3} Q93] (Asian Harmonization Working Party, ©]3} AHWP)

1) AHWPS] Asuld 2 H53

DDREZ} o1=717] Fa AZ=EQ] v=, 4 aF, MUk, &5, 92 59
TAG=AReE 719A] stEUAelebd, vt sds o & 9l AP
= ou77] FFelgtal & 5 = oMol w7tell Ao INDRFOF AR A/ A
olth. AHWP= 1996117 ofAlel 8L Bl A e] Al ¥&d A&7t 250l 9
2717 9tA x5l #AE JdERUA A4 HJAT A 2 He 3] oA
= &3 gigk ols] 53 diFe] 3o 3o HrbEo] Ao 9wV

FAAEES 23 907 ZaAY AL FQ Agolold o AAael ojelg

FElvhel, ol Alol, AVtEE vk, TF Fol FFHo] Hof ofrfo} A
ANA o= 77] A Z£3}E olFetAe FAAE GHIFZF /MH == 44 &
Ao grEo] Aztelglon R A= GHIFS %3t 45 Wel=dge Ao
2 sk, 20000 FHke] B QA Fare] A2l FR GHIFSE
Mew Ex ddslew AHerE v (o] Ae. 2010). GHIFS] Study
Groupo| wH-&ste] HAE U3 Technical CommitteeE WHHEIL TCQH
Working Group= WG 1~97}A] =28} t}. 20151 AA 267 3|¥== 7] AL
Ko gl 20149 = ow AEH AAA o= TS Fdet

L Queha),

12) AHWPJAFO]E . About AHWP. available at : http://www.ahwp.info/index.php?q=node/7
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-. .u.'- .I'l s
Ll T

2) AHVP 74 2 F87]%

AHWP A E-2d 8] o] (Working Party)® 2187]7] wA171#3 Ada] A&E71e]
AT 2FoR2 TAEY, 95 AP 548 ARy Fosls ofrlof
A e gEAEA A dEth. 98717 A Hel Ao FAAELS 9
2717] JtAlel AJAS Z2ra gl FETrolofof s, A A vl EAE 9
27171¢] A FAFZAG L GUIFIA Fa) Fol A A oetso] o3
Aol glofof grh(o] AR, 2010).

AIPS] B 95E FAXEE A GHIFS A2AT R Y o]s)2 ol
7 98l 7t sg=e] dEARA slelo] FAA b, olfd AFEE o
Ag NS GIF) 238 ok EAS ABas] 913 AP 7] %995 o
A7 G ARG U1, ARAGSe z=e] Al AA Wl x5l
v g ARt o] gE F A felets A4S A4 Hek AP
F5 BAe ofalo} Mool A 9] o|w7]7] BelAEI} HAH o 51
./_":

A #7) Aste] GHFlM 24 AEEAES 245 re

[e]
=5 W

Y

o]

¥2,
Kl

AHVPll &3 o] yehes S-2uetet S Al9fstal WP Al=E 953}
SHAl AL 9lof MDSAPE el whgh ARl =)= §lxIRt, AlVPS] 5=
2l o] ofrlo} A YoM o w7|7] FAIZF 25 5+ A= A& dATeta
dasty IMDRFSF FEdte] A xstd &AM B Ak, V1SS 9

AdS e w, MDSAPo] th3dl =o]% Zukyl o]Fojd Z o7 Holt),

O

13) AHWPJAFO]E . About AHWP. available at : http://www.ahwp.info/index.php?q=node/7
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5. 9J87]7] GdAAZ 2 3 AA|E D 5y

7}. MDSAP AA9 9

MDSAP¢] AAL 71552 ISO 134859 Akt 1ISO 134857F Al 5709 49
o= et AAbelal Sl A dERH R 77 g digte] 94714
o] AAL &E(Task item) o= FE8kal o (FEL5)(F-52), 24 ol gk 4

Ab BEEE 2959 2

5. MDSAP AlAle] &

* Management (113}%)
 Device Marketing Authorization and Facility Registration (3%+%-)
7714 * Measurement, Analysis and Improvement (163}%-)
AAE S« Medical Device Adverse Events and Advisory Notices Reporting (23+%)
(943}2) * Design and Development (17%=)
* Production and Service Controls (293+%)
* Purchasing (163}=)

« Zk5: MDSAP AU P0002.003 2015-10-06

. MDSAP AALER 2 F7]

MDSAP HAL=71E 3~4dolr AAERo= #%x AAF(Initial Assessment)<}
il AAISHE A7F 7HA] A AM(Annual Surveillance Assessment), #9135 4
Ab(Recertificate audit)7F Atk HZE AAbs oA 28AZ v 1ebA o
X = 4] HE(Preparation review), 29AIA = 55 A AHRegistration
audit) 7} o] FoixItt. 1 wyoll yAg=o] 58 AA(Special Audit)E HA]
3 F5 9lom AxFE7] F o= wgtk: mFx A} (Unannounced Audits)
7} o] Fod T,

14) IMDRF MDSAP WG N11 2014- MDSAP Assessment and Decision Process for the Recognition
of an Auditing Organization
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HAAMICH 2 ul

FORSED UNIVERSITY

193, MDSAP A S5 %,

R]Sklﬂig&ﬂlﬂﬂt‘

-

* A5 FDA, MDSAP AU P0002.003 2015-10-06
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o A2

150134857 A9 ol mek Azl webdE AzE gEAe
MDSAP AA/13He AP g5 Welel mek gAsIcte] debt. vl
Ao MM 27kel A R-Gaskool dsl MRS 7h AT 15-44%71

A aed F dnk AAPIREel HEE dAl= 63 2

Ir

6. MDSAP AAF717F of A

Az 20 AT Ex
Az 1600 A4 N A%k 4A AA
1O 1

1 1
65 man—daysT 35 -5 man—daysT

1
5% man-days ¥ 3-45 man—days ¥

* Zk5: FDA, MDSAP AU P0002.003 2015-10-06
TAA, dat, ARz, Ax 9 oolAe]l ARl EFEHE B

PAA, b, Az, A 8 o) Ao] Al XFEA ek A

rlo
i)

A Bl M BAZE Qe A wE wAT
SR8 MEFE A%, 42 AN wARoR Husm, PAGESF

H
7l%E& "7 Zrh ISO 13485 71+ 4.1 - 6.3 2% ddste A9E

ZAAGA ~EH AA JIFS F= AoF wWa, SO 13485 6.4 - 85 %
o st Ag FAAIGALE AR JITS FE Floew E
t}15),

15) GHIF/SG/N19:2012 Quality mangement system - Medical Devices— Nonconformity grading system
for regulatory purposes and information exchange
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134, MDSAP #4355 7],

=
4 3 4
3L ;d 7:] o] )\] /\Eﬂ
(QUS)ell 33k
s
= 1 2
15] a7
A =

*ZAF & GHIF/SG/N19:2012, Quality mangement system - Medical Devices —

Nonconformity grading system for regulatory purposes and information exchange

6. J87)7] GAAZZ T8 A HAY A

Ho

A @El %], IMDRFE 20144 1€95-E 20164 129 3197FA] MDSAP A T
23S A8 o It} MDSAP AW g 7Elo] Ao JDSAPOA] o1 A sk

o

ZAA 71 (Auditing Organization, ©]3F AQ)ol <&l A= o5 7]7]
] AALZE MDSAPOl Felste wo), &, W=, BEbE, Aucl, 98,

Fol Al BRE XA ARA o FHar] AT Ao,

(e}
o

i
fols

2015 7¥ 7] MDSAP AW EZ 2 1Mo QF AAlr|#o R | FoJE 1k
2 A0712 670 ol™, 77 7]¥o] AO7| el Tk HItFoE wky] 93] 7]
Zoll 9lt}h. MDSAPe] Fojdh olg7]7] A ZPA v TRae] AyS 3

16) MDSAP RAC, MDSAP Mid-Pilot status report, 2015
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7HE F83 @400, MDSAPO] Foldk o877 AxgAe] FE 2014 8¢
570 gAom, 201510 79 7]F 4572 Bl = QQTHD

m. e 887719 AxFdar|E 2 @
ATz £9] @3 H I

b o 7)o, MDSAP AFE& 7] M= 10 1348501 A% MDSAP A
AP I HAgte R wkSejekstn, L wtel] MEstaal sk wvke] ARt

A ARF LTS FHH0R wEdor AT AL (5T F 9

=

=

=, ., 35, Avn, 42, @5 5 4 rAEE S 1 vk o =77
Ao wEp om7)7]e) hdd B frEdS FHay] 99 ounv)r] F4
YA GMP AI=E AAHo =z 7HA A Jed. Z2F AT =2 GIP Al =e
[S013485E5 7]=o® ZAgdE o] {FARgE Fito] @AY, fg57|7] F5E&F4
w7, AR Tl wEk QP A&l zbelrt wAE e g}, uhEbA
MDSAP 155 & 53t7] flaiA s 2 rAE = ur]7] #eAE, F5 &
71, 283 ol w7Ee] GMP7IEel tigh o]slrt MdejE]ofof &

N

ol
=

i
olrt
s

P

=

oo E Ao A= MDSAPY] FEUY e FASAAME Folsta ¢l IMDRFY
sl d=7te] o577 #EAE F Ax - FAAYVEES AHR T Zbaro] A

17) MDSAP RAC, MDSAP Mid-pilot status report 2015
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1. 2uete) 4%

7t 9877 BEAE

ol Al Alzetal FUEE omrvld g HEle AFooFEbdA
(Ministry of Food and Drug Safety : MFDS)oll 2l wFAl=lar gk, -2t
ghe] o5 7]7] #e] AxE 1997d5E A ¥ Sl ‘o= g e A T
B A Fato] BEEo] euirt 2004 e157]71Ho] AAE ] 1A
s A S drdd wet 1~45+ FHAOH, Tl o
g A5 oez #EFE Jdoh(er27, 2015).

A A (Global Medical Device Nomenclature, ©]

3 GDNE Ay MATGS] TR EE R FRE SFC BE P

=

Ao meg F5 EFE okar k. sHARE v GMDNA| Ao A= oF
18,000719] ZEo] 7|&Ha 91 EFE I-LE =202 GQDNAAYE g2
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2717 BiHe AS BAT A A AA) nAE FAE g 4=
AL GG 77 AD FFRA) WA= FAE alge] Juol nf

gt Aol sEeR EFstal glew, Tear)y]l ¥ 9 HEE ool &

. 987 Az - FRRYNEW®

o @bt A 9w 77 Bolo] QP AE7 HExE E9dW AL Tk | o
oz “olR&F7 BEA FEHEW 1997 5dolu, GA] kR GMPE V|E =
Ao g st PAAIFgoZ AA - FAFHAT. 2 g5 7]7] Ade] &3t

W 24 Y BRE Askel GmlY] el ARS ARsuA 20034 59
202 Tolg 7|7, o] AANHY 95777} ekt Hr o I A A=A
THEALH, ofd wel, 7|Edd owv|r] Ax B FEAYVIER] Y5

T GMP7|E" o] 1S013485E ulgro = A A3k “9 577 A
#27)1E” o2 giA| =] =Y.

BN

o= 771 A6z Ad4gel ot A2 wEl A E HodE A H
A2gtol| wel AZFHIME LAY ARNLE HE A FEPoR A=
vpol] whel Al B FAAYAAE zEFoloF ghriar WA E o] 9low A13%
AzGA =FAEAN s ARGAE A6 A4l mE A 2 FA
Astedof afml, 1owhel] Az B FARY (A7 AIRS E2Feh
TE AL #ete] FTElEoR gske AMS A Ak gt a1 At

|
-

£l

Ak, FABAIE B AN AL w7y AAFH EE 29} A
wo oA A, ToErY] Az g EFEwE Vs oM Aska e
18) Nno]okﬁ bAA Al A2015- 175, ow77] Alx 9 FHdrIE (2015, 3.30, 7N
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A, FA7IE F3, WAL S0l e, GIP AAF 1o FavIihe

sdowA, o877 AZQAL 3dni A7) AAFE wolol i),

Z}. MDSAP =%} ¥

Feivtels AP 3o =A obx MDSAPE =ehkal SIA eEAINE A5Eelef
Fobd Ao MDSAP =4S WHAHoz HE Fo vt A, U gy e
717194 Fol= MDSAPS] =uf =% oF-9te= A

WDSAP AZAALE BEAL AAE FHlEtn A GAEE vk,

b
.
S
%,
s
£
o,
%
o
ro
ofN
o
Ho
%

2. U= A3

A
8F3} (Bureau of Chemistry)ol™ 1931\ A| o] 2]3&2] k%
HE o FD&C(Food, Drug and Cosmetics)®H ¥ HH =wlw A

= FARA e ARRES BEshs vw B qbsrjdet

20) A F o koA 1Al A2015- 17%, ol77]7] Alx 2 FAAE7]E, 2015
21) FDAIAFO]E | Medical Device. available at : http://www.fda.gov/MedicalDevices/
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B ohe) A9l mEAe
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1
s

mj=oll A 2] 57]7]

o
T

w77z HFHL Qo]

A w)=F A A - (The Code of Federal Regulations, CFR) Part 862-892

Eil
o

=4 28717

[e)
Medical

)
Hr

g, ol #

0] =
AA -

o]

Hr
il

17007}FA]

k

ol

T

;OL
B

FDA7}

d A1
Nomenclature) M #| & uw}

1
s

Device

UMDN(Universal

al,

ol
o

]

w2

=
=

GMDN ] A

R
‘.mo
‘.mo

mj

I CFR 2194 =

3|

8717l el o

Els

1

Aol wel 0TC(Over-the-counter) ol&7]7], AHHrelm 7|7,

L

glom A}

al

Al
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8. W= FDA o &7]7] Bapd ofx B

e

e

Medical Specialty(Advisory committee) Regulation No. Medical Specialty

code
Anesthesiology Part868 AN
Cardiovascular Part870 CV
Clinical Chemistry Part862 CH
Dental Part872 DE
Ear, Nose & Throat Part874 EN
Gastroenterology & Urology Part876 GU
General Hospital Part880 HO
Hematology Part864 HE
Immunology Part866 IM
Microbiology Part886 MI
Neurology Part882 NE
Obstetrics/Gynecology Part884 OB
Ophthalmic Part886 OP
Orthopedic Part888 OR
Pathology Part864 PA
Physical Medicine Part890 PM
Radiology Part892 RA
General & Plastic Surgery Part878 SU
Clinical Toxicology Part862 TX

# A5 nl= A9+ A H (the Code of Federal Regulations, CFR)

9. "= FDA Y E87|7SH EFH7E

S PERES
oF 7807kA7F slom <dwkytelE Haw o

- o =
Class I - A A AlaL, Zol
WA 71E B ANt
H4Ee A Ee.

ok 8007kA 9 @717]7F Qlom dAuwity] W Edpe)s dew 3
o] 98774 .
: Zol o X ol AZy A= o ofz]=
Class II ;]—é:lg]zlz%;]iﬂifﬁfAL AET s 2D orASH A
O owm=E HO .
A% gl Zell 510k submission ¥ FDAZF-E] Marketing
Clearance & Wrolof 3},
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oF 120744 SE71717 glom dukge] 2 AR A 59, PUE
oz §. dwHoz ARFA, 4

of
r o
o3
tlo
do
rob
lo
il
E :

HlaE Fade o577,
. Aol 54 WAL thdo] gl AE, A= vl&o] A8H AE.
PR JEHE, EE fAFE] B 9w
o

Class 111 10"y

dB= A7 3 7FA] (Post market surveillance)E Wrolol 3F,
[e] PN
(e}

# A5 W)= A4 A (the Code of Federal Regulations, CFR)

o 9877 Az - FEEHE

v olxw 77| Az - EATAY 7SS QSR(Quality System Regulation) ©]&f
a1 F2m ) o "o cGMP(Current Good Manufacturing Practice)@bal &3
oy A= QS(Quality System)= HF =25 A& F243t gtar (o] 4ut,
2010). "= FD&C Act A|520% 2 21 CFR A|820%° dI3st= Quality
System Regulation) & <AZ v WA FH4 dul& st U9 <9
27171 AxzGAl ate] s oJ57]7]el thek AAet Aiks 9% F4 A
28-S FHE Ae 2%, o= dld o=V 7F ARESEA ol dial] mhA

olm kst AS FWIE AL mshEUh,

o5 7]7] FAHE A 87]17]E Class IFE A9t ZE 77,
=, "= Aol A oln] FQl R FAwjE I 9l 9] 87]7](Predicate device)
of 2AAR T AHCE)S 458 & U= ClassI F+ Classll AlFo] 1
el Hu, Fad wet v53 2ol AeHoR FEAALE 18e A&st

v YebrAl B SdqtA,
Classll T2 8k 741 9 Aldd s7ks A&stal dom(HJA,

2008), LWt Al R S Al e Alx - FEE] QAR £103 2T
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u)=o] ZAAAE Al QSR (Quality System Regulation, 21 CFR Part
820)2 UWFAQ FA7]FEQ IS0 134857 F-AFSFA|%F, DMR (Device Master
Record), DHF (A7 o]& 3}, Design History file), DHR (7]7] o]& 3}
e, Device History Record), MDR (A}az H.31 A|2=®l Medical Device
Reporting), Complaint File (E%F <), Process Validation (¥4 &
3}Ql), Labeling (EF®¥), S/W Validation (S/W &4 T21) T LA}
7he ol Qo] AA FAAIEE 4 ol H=e] QSR FAEAIEE qf
A7 o] kel A e sk wEAIEE A
AT (AR, 2012).

ol

El

JW e

filo
o
c

H10. vF Az - FABNE AGYHF LTAY

A & F L TFAE
955, ® gu77less, © #HEdE, @ TX
2 (@ 7|58 B, O 9mgT9 A, ®
7 PAE AF

SUBPART A- GENERAL PROVISIONS

SUBPART B-— QUALITY SYSTEM REQUIREMENTS

SUBPART C-- DESIGN CONTROLS

SUBPART D-— DOCUMENT CONTROLS

SUBPART E-— PURCHASING CONTROLS

SUBPART F-— IDENTIFICATION AND TRACEABILITY

SUBPART G-— PRODUCTION AND PROCESS CONTROLS
[J E+f#]  SUBPART H-- ACCEPTANCE ACTIVITIES

SUBPART I-- NONCONFORMING PRODUCT

SUBPART J-- CORRECTIVE AND PREVENTIVE ACTION

SUBPART K-- LABELING AND PACKAGING CONTROL

SUBPART L-- HANDLING, STORAGE, DISTRIBUTION, AND INSTALLATION

SUBPART M-- RECORDS

SUBPART N-- SERVICING

SUBPART O— STATISTICAL TECHNIQUES
* AFE: Quality System Regulation, 21 CFR Part 820

=LY
=
oy
:g
o
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2}. MDSAP 48 #3}
n]= FDAYX MDSAP AW Z 2o Fofs}
sl

a2 dom FDA Al AH(routine
inspection)S MDSAP AALAz = Ad) =2

Al 5= Q=S obe A
o= AgshA &

R =R =R,

=

3. FHARED Y Az

7t 88717) A=

CErtA A=+ FdaAge] 2870roll A st e Alx=dd o &57]7]9]
49, 1993 d %ol FEE MDD o 57]17]1A ., IVDDEte A8 o=

AANAF, 2 AMDDEHE FEAYE R ReR Pt 9
| A& A F 93/465/BECOl vhet = FF w17 CBvbE AFA Brh A
o ®=Ae 1759 2rh(e] ARk, 2010).

B
A, BEA VAZEARZ), TEA VIAEEARZE)H
sho] FAN~G D AZ/|Re] AAHY P

SAARA AAMAAL 5ol mEl o AT (3 A 7 Al d e, 1999)

Y

>~

>

fo

)

2L i
o

22) FDA, Medical Device Single Audit Program Frequently Asked Questions, 2016

23) MDSAP RAC, Medical Device Manufacturers Participation in the Medical
Device Single Audit Program (MDSAP) Pilot, 2015

24) Wissenschaftliche Priiffungsarbeit, Regulatory strategy for an efficient launch of
medical devices ,2014 a distinct focus on BRICS and MIST countries
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95, CE 9&2717] 37 A}

+ HI ] 11b, 0a, I- 4+ L IIb 4 a1
¥4A 111 & VI
EC#4A8
EC 444 a3 EC
Fdaqr &A1 EHEL S
. - . L]
EC A% EC A24 fULObIal  [[LObfals | Mibfals  [TThfal
44 44 RENV || REMIV || #4447 || ReM v Gl
AAF4 uT AAFA LT Ee
EC EC EC
NAd 44 ﬂgg‘f;r Az EE Bl MQ b S L] =3
EC 44 44 AA A=) #AFM%
A3 AZFL4 o | |AFFA LT
4539 ANAg g || Mad A4
AP K AP AN
AHEA A AR A | I R eSS l

ce

XXXX

* A o]k, flelRy]7] deEjAlme] FaEA el uhE g AE A=A

A+, 2015

GAATe AR FAGZo] arE AA FASH &,

A ke HES Fsh]

e <939
A A8k A 3AF e1=7]12l NB(Notified body)E 4

A71Bo 7 Fol 9 U Aol Hite medical device directive & £3)

A, A= W Al 7], A=A B AISA 1Sl Ay AE af

woglth NBE fddde
A7) ghel A WA E Fhol el
H

_35_

487171 H

<l

o= Eoto] A3A A

Frakolok sk AAIS] A2z ARCHIDI B )

A 32 ALl

NBe

CRE Sl g A3 AAIwel A4 E 935S 5

MDD

P
T



shal glol 7+ magel # - %ol Antzem, iAo $HAL dna
S SECRE AL

gg877l sEwFe U dmr7e A=l wet F 47 5w (Class I,
ClassIla. Classllb, ClasslDe= &F3skal QSm™, MDD annex X<}
Medical Device Document {1 MEDDEV 2. 4/1 Rev.9” & &3] v EF7E A
718 AR (AR 7Y, QAR B AREE-9]) AL oF A 1871 9] ol w
g R H8EE FF o] o 7FAQ] AF o

o2 (Y BEI|7IART=APAH, 2015).

A MY Ee FHE )

»

¥11. CE 98717 55EF 71F 1

= TEET 7T
Ao A A (60 o), ©7]ZHE0E o), F717H30Y o) Ab
T sHE AR g
A& (Body orifices), €34 4 (surgically invasive),

ALo]Q_:rLo:] =]
e " o] A)(Transplantation)®] =& o2 A}&EE 7]7] ok

A AF-G-o - AWARE 7hs ek 98 7] Q1A o H
AL el =9} =87] AlZ=(Central circulatory system), =% AAAE

(Central nervous system)
* AR 57| 7| A R7EX YA, RAREZF 25, 2015
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¥12. CE 9&717] E&71F 2

74 ER71E
T2 1~4 B9l 9] 5 7] 7] (Non-invasive devices)
TF25~8 A e]57]7] (Invasive devices)
TF29~12 59577 (Active devices)
TF29~12 EH 512 (Special rules)

* AR o R7|71G B EAQAH, RAFNEZE a5, 2015

o 577 Ax - FARYNE

ol 57715 Bsly] g E Bk S F-Zsof sk, ol 98
Me 94 5o FAAIANEEE grstoof s, A87]FES Tl w
gt W2tk Classla 5+ o9 9u7|7]le u717] FH4AIA =" =
A FQl 18013485 1% 0] H4Holw | Classlibsw ol A5, FHA~
B Aatel]l AAE et Blo] 713 2 HE oA fElek, Aie 3
Alz=®'o] 5 & A AAF, dAALe] o ® g ET. o]y e AAE A

A AG QB PA A2 FA % B AFAE BF v,

»

ojefFat gy omrVle AT ORNTEH Al A SRS e oA &
= S | E I R ) =4 D g ‘General safety and performance
requirement’ ol e23s AYE) st A3 H 7 conformity
assessment) 7} FHE =W 877 Tl wel AdHIE dake A
e <+ (control level)o] AAHG. o]3 A= Faol we Az
222 AAAAAS sk ACdAFE A3A S He] AA F4 BT
(Full quality assurance)¥} A7 A= FHE(design dossier examination)ol]

oAt A3 HIIE st= AR EEE H(Prifungsarbeit, 2014) .
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APy PARE BE gAY RER TA5] Jom, AF
HES MO 5 AriED). AT ke A9 Az v wEE 23
2E A

L
, G, U 2 Eao] AAlg Alxg xdsta jloerw

vk, uhebd] wE
217} w5om A8% 4 AW, 47 BE B 4§ AZXEE C, D, E, P9}
w3ste] Abgatolol BTk, mES A8et7] 4, slg AFo] oW EC AWE

of FsEA WA weatel I
of 3w, @ Aol weh (B nhd S FREY Ha 8
v=el A Ageia g

E13. (v} ol®r]7] @4 Bade) vE

®E v &
Module A W5 A2F #2] (International Production Control)

Module B EC 32 A& (EC Type Examination)

Module C F2lo] gt A4 (Conformity to Type)
Module D A ZA B = (Production Quality Assurance)
Module E A% ZZH = (Product Quality Assurance)
Module F A% 7S (Product Verification)

Module G @] A5 (Unit Verification)

Module H 2d =B Z (Full Quality Assurance)

* 2}8: 93/42/EEC Directive Annex II ~ VII

A 7t SFEFE Class I, Class IT a , II b, Class III& v o=H,
71719l we} HgrEo] g2, AR 25 7]7](InVitro Medical Device)2]
749 B BHC, BiD, HE, 55 °ol2)7Fs& 9E7]7](Active Implantable Medical

Device)e] %~ X5 BiD, BiF, HE A-83H(S=rs}shg3Ald a7+, 2009).
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2}. MDSAP 48 #3}

-2 MDSAP Al Z 2o A A A 2A Folstar QA v MDSAP % &
o tiMe FrHadd sd=e] Fout o]FojAof st o FA| A<l A
o] k).

4. BEtd el HE

7t BT8R AE

veldo| A 987715 FHFshke U JAES BHgd IR AgEA

(ANVISA: Agencia Nacional de Vigilancia Sanitaria)dl S=°] o] ook

Soh(o] 57, 2015). ANVISAE 1999 1€269 H#H9782%0 we} Ayd B

gbd BN Aer|#em Z4F u&E B ], oF, AF T O H 9
Al =

Ay AR

LMY

AE SloF 317F H50] st (d=r RS, 2008).

=

AEolg7)7)e] A9 Bebd < AZ 7)o INMETRO ¢1%o] dasit), o=

5= (Registro) AlFo] Fasgt og7|7]9] 49 8~127/¢€e] A~84¥Y. 9
TE7F =& 111, IVew 9 4%, AWISAs5 <
GIP JNSAE AEdoF st=dl, o 4% t7AdsF= & A 4do] 4~8=

T o), r7)7] s7F Adesr #gskal Jnk(olsxl, 2015).

¥

25) FDA, Medical Device Single Audit Program Frequently Asked Questions, 2016
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Y. 9877 5 € 59 EF

N

FN

]

sioF atH, Cm7]7] FELS =AE7] BEAAL QNS mEI gl
87]7] 7 Class I, I, 111, IVE 49AR Wrar glow, o= #d
o] MDD 93/42/BECO A th#E F 3 FAFSITH(ANVISA Resolution RDC 185,

2001). o2 T8 =7hek s R BEpd o 87)7] S AAE fdel
el EFEE, eael wEh EAATE dojsitt. o wRVIE % Sl
e S5 AR 149 (R EAAIRIE S, 2008)

T 5% 27X
Cl I AR T FE A A9 Al ThsAe] B AFeR
e ANVISA k4 S=vk Be
Cl 1 AHE2E e FF A S8 Al TheAe] BB AlFoR
s8¢ ANVISA A4 52 #a
AR EE FEAAY 98 AT bl WFE e
Classe III - T
AE o2 ANVISA Z24 55 o
Classe III a A7 HAE7F B89k FE50 2 ANVISA A2 55 H9
* A IR AMANTA, ekl o wr)rled A= 2008

o 577 Ax - FARNE

ANVISA= Class III, Class IV 7171l disl GMP QISAE S7-skal Qo
Babdol A% - FAHY7)FS BaMPEt FETH, o]E ANVISAdl o&] 2
uheh AAlske IN 7(2010)0) BAIEA] %2 Class I, Dew Y8717+
BGMP A4S wWhA] ¢rolm i}, IN 7(2010)0 HWAIHo] e 2L D7)

Aanle] F3F 8 opAlM Y S @A A9 Vlee 7ML e v

(o
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(Aesthetic and Beautification) 7]% Al

2
AqUuAE deshs Wy ALdEAA, F2 95 dd

2. MDSAP 83

Hebd ANVISA ol A MDSAP Z3t= Al 2 - Ald & of
=2 Z8F o Aot} Classlll, ClassVewel o=7[7]E Hepd Al
mslE s AzGAd el 27ss QP QSAE thAske], MDSAP Al AA}
A%s g 5 drd. =3 AVISAE 2dvie) AA ok s GIP 73A1S
3l MDSAP AWIAIAL AE &83 4 qlr)ee,

0|
ro,

Fog Rro

R8s

X
e

)

)

5. 339 3%

7t 9877 #EAED

ST 9857719 & 7FH3S TGA(Therapeutic Goods Administration: X
S ANl Fasta Aok 1989del Am AN

(Therapeutic Goods Act)o] AAE AL 2002 3¢ 2]&7]7] A o] WHESH

H, 2007FE HE7F Hof 85r7lE deleta vk TeAT #3119 CEnH
ASA L=} AN AEE &9stal ATH(e] 4 RF, 2010).

o

O-

26) FDA, Medical Device Single Audit Program Frequently Asked Questions, 2016
27) UL, Medical Device Registration overview for: Australia, Brazil, and Canada, 2013.
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SFe gm7)7]) FEA gt wA 957]7] ¥HAAA GMDNS wEi
Jom(e] 4, 2010) =717+l 22719 Aol we [,0a,llb,
I, 563 ol 9gs717I(AIMD)Z #F=HEh 34, 553 o2 gs7]7]
£ Class Il 71712 d]9-3te] EU S =7]7] SHFEF oF1he] Apol7t o

o oolgle) e Fdsith Siel wE AR #rh AFSH 2T 2

0. 98717 Ax - FZRAYNNE

5% ARl WAE BU 93/42/EEC o e 259 Brsh i fAre
E

N

2. MDSAP X & d3%

ST TGAE 39 =57|717F A= QA S mEas 24 45

23k o golt}, =, TGA= MDSAP 152 IS0 13485:2003% w=1 oS =
=

#8% dgolth. 5T A%, AZYAE 1A F7IHAE

il
s

28) FDA, Medical Device Single Audit Program Frequently Asked Questions, 2016
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6. Autte] d3d

7. Y7717 #YAE

Avtehs AR-H-A <2 Health Canada(B1A)olA oJw7]7] #elg wdatal
Keow FHo] Amet FASHA Gk vk, 1985l A 5F e ekERiol Al
AL T F 19980 o577 el Z3te] H= 5717194 (MDR:
Medical Device Regulation)o] &% ofgjo] A= ATt(o]=3, 2015).

U. 9877 F5 R THEERF 7IE

vk =4 25717 ¥HEAAQl GMDNE ©23 glon, ou7]|7]5H
MDR(&]=717] ) A s ael w2t 47« (Class I, I, 10, IV) &= &3t
3L ATk, ‘Classification of medical device to Canadian Medical Devices

Regulation’ oA #|&EH E/FE ApPdoel &gt 4= Ut}

9. 98707 Az - AR E0

Mutte=, 1evs A Be 559 os57[7]d dste o877 &7t
(Medical Devices Licenses)E 2IAsloF s, AxdAe] A5
CMDCAS(Canadian Medical evice Conforming Assessment System: Ut} o=

NN AF A H A 2" Dol whet FAAYA AT JISAE 2=t Health
Canada=4-¥] <15 A3z} Q57| ASAWE Q1Hstar Ao}, 7|+
ISO 13485774 cl™ 2003 1€ 19HH & 4ol o3 A7 845
ATH(e] A, 2010).

29) UL, Medical Device Registration overview for: Australia, Brazil, and Canada, 2013.
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2}. MDSAP £33

ANteh FAS = Health Canada 3W7be]l Al AP 7IZE F<F CMDCAS 1%
I MDSAP 1S Waste]l AAska, 20199 1€9RE AmelA AAEE
CMDCAS Sl 2128 MDSAP 915 o= thalg o o]},

7. B9 d3F

7. Y7717 #YAE

JEo] om7|7]E d¥E oAPHo R FA & PAL(Pharmaceutical Affairs
Law)= Sl shdF, ook, om7|7eh ALdr|715 £ihsto] whesho]
orh7) 20149 119 2598 A How oEs]y] B2 9AS e oo of
AFH(PAL) o] oF= 2 o] 5 7] 7] (Pharmaceutical and Medical Devices Law,

PMDL) o 2 A EH A (=R AN, 2014).

olg 7|7l el HAVIFHL FAx=EA(Ministry of Health, Labour and

Welfare, oIt MALW)3 FA:=sAide] Abshr]del o ko a7 7S 7]+

(Pharmaceutical and Medical Device Agency, ©|3} PMDA)o]t}. MHLW+= A=

ojluf AAxA W 54U AYE AL o, PDA= AFE=T =L

o, I, Vewel du7]7] 7MY A&, FAANZFQSAAL, A1E, &

A MLHWe] Z2=A1o] gk AAA JF-E RS, Oew 7hHed A8
[e]

g 9EsE 2/ AE a8o=w  FERIE A3 21Z7]T(RCB:

O

Registered Certification Body)ol 15HS dstar Art(e] A=, 2010).

N~
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o1XIE ofofel Azt ¥ A7)l Aek AP (el S0, QIS %)

& A3te] TRk}, 71E= QWP Wigk qrEo] FAEHAeH, owr|7|e] 4

AzsE ol gk SAFA Q] 1S0 13485: 20030 +=ah= Az e 2 FAAA
5

A2 Ak o]57]7] =, Class I 2l&7]7]9] A7 AFel distol= QISP
°of A& wAlsta flow, e wel 2 grAAEe] A8 R Adel A
=, ASAE T A30x T AZ6xANM AT 25770l st

of MAWE AFHEs v, FHol ¥L4T AARUE ok e

AF] vgol wobd MEe OR8] AS Bkl Fol A WE
AAer & FRoR AgHl Ak, AP AYEE AAwe, olEn

A} 3Pt w g7

A (%) e AN Ak AT(AgAA A D & AE 3
5 X3

B (el Bu)) etz 84 S 78] sl Aade] Hask A

B &
C (shrge] Bu)) Eaol

D (o] Bn) s
*AFR  Fshekg Al A, 2009

30) Q& 7]71H BI|SALAE, RARZ7t wSAt&, 553~557, 2015
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2. MDSAP X & d3%

I ko 20154 69 23¢Y

TR Fols
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o] QSAE 5 WA HEAR, AR Ve giFan 150 13485¢F frAbet
T, 92 eEdl wE A
SEdlas s

K

2]
o}
o AgaALt Al - Al F ALl A 283 AlF el
!

20199 1458 A= GPYSE AT & =S stal vk FHA
T2 TAHA AL ARE A A gom -2uEke] A9 MDSAP A&
o thate] AekA yRHoz HAE Fof ot ofzx A Fl AEe gl
ojFol A Aud wte THMEE, 87]7] QP F5, Tl wet AP
2ol zpel 7k glol =W =717 AT =l uT)VE FEE AT AT
w50l AEsH= I7klA 5 r)v]d dldeteA], gt # s El
Fsh=A, 24 A= Al - Al § 2 ARRe] FOlQIA] we] FH]

MDSAP #-&-& =l GMP AAtell thA|ste] AREE & Jem & Af, dd9
AAPE ZEo] GIP 1FS HiAE = glol GMP AARl o e
stah 4= o, A G A4 AYS a&HoR &8s 5 glo] Sy
2} % MDSAP ol thell 2R A o= HES Fart k. shA v, MDSAPE 3

g9nta S, AFAA Agse dBsY] R BF L 5F BR

0{1

o2 A, vebebth MDSAP 7ol A Frd o2 @G-8k Aol e S 1
He u, J=EFed = F7Fe] g57]17] I FAS APH] o] EFar MDSAP A
AVE TH[EoF & Ao,
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9)
L\~

e

F17. ¢ 9 87]7) GMP AlE 2 MDSAP EQH| L E
T8 o) = AT nabd Ao % a8 =
157171 UNDN GMDN GMDN GMDN GMDN GDN 192 Non—GMDN
1
w3 A7) Ags NN
2271
18719 AF el
Q) = o _ olg 77 Q) = o
A9 ool et gz 00w P
9 57]7] ek [ Tla (EUsH =gl [ Ta 4 B wE
BEER s5EE w2 T (BUSE D 15
= b, I ; cang b, I, "
R ATMD;
5% T
(EREH sl sl
IN 7(2010) 7 AAdE (9B
) T R 1,214 9] 2
GMP SaH o PAlE _ L 7171, 3xe A8
AAPA 2P mEE A W) RN AR g7171e 2~MTH
[<ftn | 5 1 ]' Bl /‘\:1/\]_ -‘ﬂ'EHEﬂ b oH
A) - ol -
A AL A uf} 22
AL AL
CMDCAS INCE! KGMP
CEH}'7CJ Q [eJre]
GMP2I = oSR CEn (130 (150 (180 (150
(FA71E) (10 13485) 134859} 13485) 134859} 134859}
FAh FAh FAh
= Z=0]o]| % 9 ol
PMAS 24 oaqw olof| A 20194 RIS Al Xd
MDSAP  Al]&}kaL (A8 Tad 1Ry o Al & zRe
AeAY  dey ‘;) HEOZ  (MDCAS ;;74]@ ANE AR F
qg % a7y = I X8 P
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V. $2uste] derraddraZz=ae] =9 984

1. TAEE 9587|7] A% -

MDSAPS} A
AR

H] 3] MDSAP+

F91 IS0 134859 FARSHA Y, AAbALE, ¥
gloiA Aol 7}
#e), AFAY, 54 24 2

770

AR IEH BLAZ2 IR Rl

751
9] oW (3£18), ISO 134857} ‘EAjte], A

A4l 57he] AL

o:
o
N

Bao] AASES sa gl

%18. MDSAPS} 1SO134859] =fpo] A

= A o] A
"8 MDSAP= AAFRI9foll whel 7)3bo] GEpA A HEum
° [S013485¢1 %ol H] &) H] o] T}ekai},
AARAR WDSAPS] EAH AAALo] o]&) AAl7}F o] Folxw | ALY 7k
(auditor) we} o @ o] AALA}} AlA}EF 4= 9l
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Wissenschaftliche Priifungsarbeit, Regulatory strategy for an efficient
launch of medical devices ,a distinct focus on BRICS and MIST countries
2014 .

3. AHY AP E

FDA & 3|o]A| https://www.fda.gov

Health Canada =#|°©]#] http://www.hc-sc.gc.ca/

= A& 57171 7F A 225 (IMDRF) S ©] A] https://www. imdr f . gov

ofrlotel 5 7| 7]t A Z3F9l ¥ 8] SH|o]A] https://www.ahwp.info
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-5 2. MDSAPS} 91=7)7] Alx 2 FA 7] 7]F (KGUP) W]l 332)

MDSAP o5717] Az - FEAYIE

Purpose 1. &4

2. 4849

3. Q&4 9 fojo] Ao
Chapter 1. Management

4, FAHAG A==
1. Verify that a quality manual, management review, and quality management system i-; E%E%§fijjgl§{sL
procedures and instructions have been defined and documented. Lo1 BAg ot ZliFA}é}

4.2.2 ¥4 vwd

4.2.3 A B

4.2.4 71E23%¢

5.4.2 FEHFA=H 718
2. Confirm top management has documented the appointment of a management 5.5.2 AR}

representative. Verify the responsibilities of the management representative
include ensuring that quality management system requirements are effectively
established and maintained, reporting to top management on the performance of the
quality management system, and ensuring the promotion of awareness of regulatory
requirements throughout the organization.

32) FDAIA wask MDSAP AU P0002.003 2015-10-06914 MDSAP$} [SO134854AL7]1ES vHlwg 55 MDSAPS KGMP(L] 57
7] Azx-Edde7le)E vud ARE Hgate] Zdsgion, fdded W LA IedAE AR
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3. Verify that a quality policy and objectives have been set at relevant functions

and levels within the organization. Ensure the quality objectives are measurable [5.3 ¥32 %}%}g
and consistent with the quality policy. Confirm appropriate measures are taken to [0-4-1 A
achieve the quality objectives.
4. Review the manufacturer’ s organizational structure and related documents to
verify that they include provisions for responsibilities, authorities (e.g., 5.1 49 oA
management representative), persomnel, resources for infrastructure, competencies, |22 ZE?;I+ ﬁﬂ§%_gg SAkE
- 5.5.1 Ay} A3
and training e
. 6. A3
to ensure that personnel have the necessary competence to design and manufacture 6.1 A4elo] atu
devices in accordance with the planned arrangements and applicable regulatory 6.9 ?Jggx}%f
requirements. 6.2.1 Al QAT
6.2.2 444, d4 2 wSFA
5. Determine the extent of outsourcing of processes that may affect the conformity|4.1 ¥HF Q+A}g+
of product with specified requirements and verify the proper documentation of 4.2 EM3F 2A .
controls in the quality management system. 4.2.1 &A3} vk 8K
6. Confirm the organization has determined the necessary competencies for 4.2.1 &£A3F Ak a4
personnel performing work affecting product quality, provided appropriate 6.2.2 4474, 4 H ugFd

training, and made personnel aware of the relevance and importance of their
activities on product quality and achievement of the quality objectives. Ensure
records of training and competencies are maintained.
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7. Verify that management has committed to and has responsibility for overall risk
management planning, including ongoing review of the effectiveness of risk
management activities ensuring that policies, procedures and practices are
established and documented for analyzing, evaluating and controlling product risk
throughout product realization.

7.1 AE

3

>

def 7]

i
et

8. Verify that procedures have been defined, documented, and implemented for the
control of documents and records required by the quality management system.
Confirm the organization retains records and at least one obsolete copy of
controlled documents for a period of time at least equivalent to the lifetime of
the device, but not less than two years from the date of product release.

9. Verify that management reviews are being conducted at planned intervals and
that they include a review of the suitability and effectiveness of the quality
policy, quality objectives, and quality management system to assure that the
quality management system meets all applicable regulatory requirements.

10. Confirm that management has identified and ensured the applicable device
marketing authorization and facility registration processes have been followed and
that appropriate documents have been submitted to the applicable regulatory
authorities in the markets in which the devices are offered for commercial
distribution.

Ay

o

11. At the conclusion of the audit, a decision should be made as to whether top
management has demonstrated the necessary commitment to ensure a suitable and
effective quality management system 1s in place and being maintained and whether
the effectiveness of the system has been communicated to personnel.
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Chapter 2. Device Marketing Authorization and Facility Registration

1.Verify the organization has complied with regulatory requirements to register and/or
license device facilities and submit device listing information in the appropriate
jurisdictions where the organization markets or distributes devices.

2. Confirm the organization has received appropriate device marketing authorization in the
regulatory jurisdictions where the organization markets its devices.

3. Verify the organization has arranged for assessment of the change (where applicable)
and obtained marketing authorization for changes to devices or the quality management
system which require amendment to existing marketing authorization.

iy,

ol N

-

¢

X
2]

A

Chapter 3. Measurement, Analysis and Improvement

1. Verify that procedures for measurement, analysis and improvement which address the
requirements of the quality management system standard and regulatory authorities have
been established and documented. Confirm the organization maintains and implements
procedures to monitor and measure product conformity throughout product realization,

as well as procedures that provide for mechanisms for feedback to provide early warnings
of quality problems and the implementation of corrective action and preventive action.

00 OO 00 v~
[S2B\CR\CR)

2. Determine 1f appropriate sources of quality data have been identified for input into
the measurement, analysis and improvement process, including customer complaints,
feedback, service records, returned product, internal and external audit findings, and
data from the monitoring of products, processes, nonconforming products, and suppliers.
Confirm that data from these sources are accurate and analyzed using valid statistical
methods (where appropriate) to identify existing and potential product and quality
management system nonconformities that may require corrective or preventive action.

CO 00 OO W~
O > = DN
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3. Determine if investigations are conducted to identify the underlying cause(s) of
detected nonconformities, where possible. Confirm investigations are commensurate with the
risk of the nonconformity.

8.5.2 Al =xA

4. Determine if investigations are conducted to identify the underlying cause(s) of 8.5.3 dx=
potential nonconformities, where possible. Confirm investigations are commensurate with
the risk of the potential nonconformity.
5. Confirm that corrections, corrective actions, and preventive actions were determined, [8.2.2 W5-7FA}
implemented, documented, effective, and did not adversely affect finished devices. Ensure [8.2.3 X=2A2~o] RUEZH H
corrective action and preventive action is appropriate to the risk of the non- =3
conformities or potential nonconformities encountered. 8.3 F-AgEAEe] #e]
8.5.2 A AZA
8.5.3 o=z
When a corrective or preventive action results in a design change, verify that any new 7.1 AFEAHe 718
hazard(s)
and any new risks are evaluated under the risk management process.
7. When a corrective or preventive action results in a process change, confirm that the 4.2.1 dvteFALsr
process change i1s assessed to determine if any new risks to the product are introduced. 7.1 AFAA 718, 7.5.2
Verify the manufacturer has performed revalidation of processes where appropriate. AAE D AR 2 AF ZEA| L
24 &<l(Validation)
8. Verify that controls are in place to ensure that product which does not conform to 4.2.1 &4 3} Lk S8k
product requirements is identified and controlled to prevent its unintended use or 8.3 H-A3g A|Ee] #e
delivery. Confirm that an appropriate disposition was made, justified, and documented.
9. Confirm that when nonconforming product is detected after delivery or use, appropriate | 4.2.1 A3} ¥t FALSH
action 1s taken commensurate with the risk, or potential risks, of the nonconformity. 8.3 A3 AFe] g
8.5.1 7| Awta AL
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10. Verify that internal audits of the quality management system are being conducted 4.2.1 £43} duta st

according to planned arrangements and documented procedures to ensure the quality 8.2.2 WHE-7FA}

management system is in compliance with the established quality management

system requirements and applicable regulatory requirements, and to determine the

effectiveness of the quality system. Confirm that the internal audits include provisions

for auditor independence over the areas being audited, corrections, corrective actions,

follow-up activities, and the verification of corrective actions.

11. Determine if relevant information regarding nonconforming product, quality management [4.2.1 FA3} LdkQ ARS)

system nonconformities, corrections, corrective actions, and preventive actions has been |[5.6.2 AEYH

supplied to management for management review

12. Confirm that the manufacturer has made effective arrangements for gaining experience |4.2.1 £-43} <wte AL}

from the post-production phase, handling complaints, and investigating the cause 7.2.3 IAI}o] oJAIAE

of nonconformities related to advisory notices with provision for feedback into the 8.2.1 y=w

Measurement, Analysis and Improvement process. Verify that information from the analysis

of production and post-production quality data was considered for amending the analysis of

product risk, as appropriat

13. Where investigation determines that activities outside the organization contributed to 4.1 ¥H¥FQFA}SH

a customer complaint, verify that records show that relevant information was exchanged 4.2.1 &4 3} duke FA1er

between the organizations involved. 7.2.3 IATo] oJAIAE
8.5.1 7|14 dukg FARs)

14. Verify that the organization has defined and documented procedures for the 4.2.1 &4 3} duke FA1er

notification of adverse events. Confirm adverse event reporting is performed according to [8.5.1 7H4 «ub Q@ FA}gk

the applicable regulatory requirements.
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15. Confirm that the manufacturer has made effective arrangements for the timely issuance [4.2.1 FA3} ?iﬁfﬁlﬁlf}§}

and implementation of advisory notices. Confirm that reporting of advisory notices is 8.5.1 7| AwtaF-A}gt

performed according to the applicable regulatory requirements.

16. Determine, based on the assessment of the Measurement, Analysis and Improvement 4.1 4Hke AL

process overall, whether management provides the necessary commitment to detect and

address product and quality management system nonconformities, and ensure the continued

suitability and effectiveness of the quality management system.

Chapter4. Medical Device Adverse Events and Advisory Notices Reporting

1. Verify that the organization has a process in place for identifying device-related 4.2.1 vt FALst .

events that may meet reporting criteria as defined by participating regulatory 8.5.1 7 Ak ALk

authorities. Verify that the complaint process has a mechanism for reviewing each

complaint to determine if a report to a regulatory authority is required. Confirm that the

organization’ s processes meet the timeframes required by each regulatory authority where

the product is marketed.

2. Verify that advisory notices are reported to regulatory authorities when necessary and [4.2.1 YWFQ -A}sk )

comply with the timeframes and recordkeeping requirements established by participating 8.5.1 7§ duk e FApsk

regulatory authorities.

Chapter 5. Design and Development

1. Verify that those devices that are, by regulation, subject to design and development 4.1 4Hke AL )

procedures have been identified. 4.2.1 =3} ARk FALY
7.1 AEEEe] 78
7.3.1 AA 2 N AE
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2. Select a completed (where applicable) design and development project for review.
Priority criteria for selection:

e complaints or known problems with a particular device

e product risk

e recent design changes, particularly design changes made to correct quality problems
associated with the device design

» age of design (prefer most recent)

e designs that have not been recently audited

3. Verify that the design and development process is planned and controlled. Review the [4.2.1 X3} dxlQ A3k
design plan for the selected design and development project to understand the design and |7.1 A|=2Ade] 7|3
development activities; including the design and development stages, the review, 7.3.1 4A 2 g AE
verification, validation, and design transfer activities that are appropriate at each

stage; and the assignment of responsibilities, authorities, and interfaces between

different groups involved in design and development .

4. For the device design and development record(s) selected, verify that design and 4.2.1 duteFALst
development procedures have been established and applied. Confirm the design and 7.3.1 AA % L AE,
development procedures address the design and development stages, review, verification,

validation, design transfer, and design changes.

5. Verify that design and development inputs were established, reviewed and approved; and [4.2.1 Y¥FQF-A}S}

that they address customer functional, performance and safety requirements, intended use, |5.2 ZZHZ5A]

applicable regulatory requirements, and other requirements including those arising from 7.2.1 AT E TEA X
human factors issues, essential for design and development. Verify that any risks and risk|7.3.2 22A 4 /)& 4

mitigation measures identified during the risk management process are used as an input in
the design and development process.
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6. Confirm that the design and development inputs are complete, unambiguous, and not in 7.3.2 AA & i 14

conflict with each other.

7. Review medical device specifications to confirm that design and development outputs are |4.2.1 YWFQ -A}sH

traceable to and satisfy design input requirements. Verify that the design and development |7.3.3 2A % /& =4

outputs essential for the proper functioning of the medical device have been identified. [7.3.5 AA 2 /1 A=

Outputs include, but are not limited to, device specifications, specifications for the

manufacturing process, the quality assurance testing, and device labeling and packaging.

8. Verify that risk management activities are defined and implemented for product and 4.2.1 duteFALst

process design and development. Confirm that risk acceptability criteria are established |7.1 A|E2& 2] 7|8

and met throughout 7.3.2 AA 2 A 4=

the design and development process. Verify that any residual risk is evaluated and, where

appropriate, communicated to the customer (e.g., labeling, service documents, advisory

notices, etc.).

Note: In some instances, it may be necessary for the manufacturer to conduct a

risk/benefit analysis to justify a risk that cannot be mitigated to an acceptable level.

Additionally, it may be necessary to audit other processes (e.g. Production and Service

Controls, Purchasing) to verify that risk acceptability criteria are met, risk is

controlled or reduced, and residual risk is communicated I1f necessary.

9. Confirm that design verification and/or design validation includes assurances that risk|7.1 A|s=2dle] 7]3

control measures are effective in controlling or reducing risk. 7.3.5 %ﬁq 2% 7%‘?% 713% .
7.3.6 AA 2 /I gFaidEgl

10. Verify that design and development validation data show that the approved design meets |4.2.1 LwkQ -A}&}

the requirements for the specified application or intended use(s). Verify that design 7.3.6 AA 2L T Gaisel

validation testing is adjusted according to the risk of the product and element being
validated.

_84_




11. Verify that clinical evaluations and/or evaluation of the medical device safety and 4.2.1 #43} Oe“ﬂ&&:r”:]'fé}_
performance were performed as part of design validation if required by national or 7.3.6 AA 2L M Gaisel
regional regulations.
12. If the medical device contains software, verify that the software was subject to the |7.3.1 A7 8l 7 72,
design and development process. Confirm that the software was included within the risk 7.3.6 AA # M fFardEal
management process.
13. Verify that design and development changes were controlled, verified (or where 4.2.1 jﬁ__'—*i?} Oe”ﬂ&fl:r”\]'f%}
appropriate validated), and approved prior to implementation. Confirm that any new risks |7.1 A|E2& o] 7]&
associated with the design change have been identified and mitigated to the extent 7.3.7 A L et WA
practical.
14. Verify that design reviews were conducted at suitable stages as required by the design |4.2.1 A3} AWka AL}
and development plan. Confirm that the participants in the reviews include representatives |7.3.1 AA 2 72+ A&,
of functions concerned with the design and development stage being reviewed, as well as 7.3.4 AA 2 L HE
any specialist personnel needed.
15. Verify that design changes have been reviewed for the effect on products previously |7.3.7 AA % 7 HAS #
made and delivered, and that records of review results are maintained.
16. Determine if the design was correctly transferred to production. 4.2.1 =X 3} Avke FALY

7.1 AELE] AE

7.3.1 AA % i AE
17. Determine, based on the assessment of the design and development process overall, 4.1 4ukQ ALek
whether management provides the necessary commitment to the design and development 5.1 7439A i
process. 5.5.1 &3} Agh
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Chapter6. Production and service control

1. Verify that the product realization processes are planned, including any necessary
controls, controlled conditions, and risk management activities required for the product
to meet the specified or intended uses and the statutory and regulatory requirements
related to the product. Confirm that the planning of product realization is consistent
with the requirements of the other processes of the quality management system and
performed in consideration of the quality objectives.

2 A

e

2. Review production processes considering the following criteria. Select one or more
production processes to audit.

Priority criteria for selection:

e Corrective and preventive action indicators of process problems or potential problems
e Use of the production process for higher risk products

e Use of production processes that directly impact the ability of the device to meet its
essential design outputs

e New production processes or new technologies

e Use of the process in manufacturing multiple products

e Processes that operate over multiple shifts

e Processes not covered during previous audits
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4.2.1 A3t ARk A
3. For each selected process, determine if the production and service process is planned [7.5.1.1 A34F 2 Aqu]2~ AlFH
and conducted under controlled conditions that include the following: =
* the availability of information describing product characteristics 8.2.3 TEA~9 HUHZ
e the availability of documented procedures, requirements, work instructions, and =3
reference materials, reference measurements, and criteria for workmanship 8.2.4 A&+ RUHH W =4

* the use of suitable equipment

e the availability and use of monitoring and measuring devices

e the implementation of monitoring and measurement of process parameters and product
characteristics during production

e the implementation of release, delivery and post-delivery activities

e the implementation of defined operations for labeling and packaging

e the establishment of documented requirements for changes to methods and

* processes

4. Determine if the organization has established documented requirements for product 4,
cleanliness including any cleaning prior to sterilization, cleanliness requirements if 7
provided non-sterile, and assuring that process agents are removed from the product if
required.

A DR AR
21 AEHA B 2

P

A AR

5. Verify that the organization has determined and documented the infrastructure/4.2.1
6.3 7]¥FA] A (infrastructure)

requirements to achieve product conformity, including buildings, workspace, process
equipment, and supporting services. Confirm that buildings, workspaces, and supporting
services allow product to meet requirements. Verify that there are documented and
implemented requirements for maintenance of process equipment

where important for product quality, and that records of maintenance are maintained.
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6. Verify documented requirements have been established, implemented and maintained for: |4.
e health, cleanliness, and clothing of personnel that could have an adverse effect on 6
product quality

* monitoring and controlling work environment conditions that can have an adverse effect
on product quality

e training or supervision of personnel who are required to work under special
environmental conditions

» controlling contaminated or potentially contaminated product (including returned
products) in order to prevent contamination of other product, the work environment, or
personnel

7. Determine if the selected process(es) and sub—process(es) have been reviewed, including [4.2.1 43} AutQ F-A}sk

any outsourced processes, to determine if validation of these processes is required. 7.5.2.1 A2 L AMu)2 AlF
2Aze  fad %
(validation)

8. Verify that the selected process(es) has been validated if the result of the process [4.2.1 ¥43} dutQA}s)

cannot be fully verified. Confirm that the validation demonstrates the ability of the 7.5.2.1; A 2 Au)2 AlF

process(es) to consistently achieve the planned result. In the event changes have occurred |ZA2~9] a4 sl

to a previously validated process, confirm that the process was reviewed and evaluated, (validation)

and re-validation was performed where appropriate.

9. If product is supplied sterile:

4.2.1 A8tk duba ALt
e Verify the sterilization process is validated, periodically re-validated, and records of |7.5.1.3 B+ & 7]7]o] th3t
the validation are available 8 A
» Verify that devices sold in a sterile state are manufactured and sterilized under 7.5 ojgh
QT

appropriately controlled conditions
e Determine if the sterilization process and results are documented and traceable to each
batch of product
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10. Verify that the system for monitoring and measuring of product characteristics is 7.1 AL 718
capable of demonstrating the conformity of products to specified requirements. Confirm 7.5.1.1 A4 @ Hujx~ AT
that product risk is considered in the type and extent of product monitoring activities. |2
8.1 54, ¥4 2 JiA dnkg
TAFE
8.2.4 AFe] XUHH 9 54
11. Verify that the processes used in production and service are appropriately controlled, |4.2.1 43} <utQ FAFg; |
monitored, and operated within specified limits. In addition, verify that risk control 7.1 A=A 718
measures Iidentified by the manufacturer for production processes are implemented, 7.5.1.1 A2 2 My~ AFH
monitored and evaluated. =
8.1 54, ¥4 2 JiA dnkg
TAFE
8.2.3 XEA~9 EUEHH <
=7
12. Verify that personnel are competent to implement and maintain the processes in 6.2.2 444, Jd4 9 wS5FH

accordance with the requirements identified by the organization.

13. Confirm that the organization has determined the monitoring and measuring devices
needed to provide evidence of conformity to specified requirements. Verify that the
monitoring and measuring equipment used in production and service control has been

7.5.1.1 A4 2 AMu|x~ AlEH

ic)

7.6 TUEHY 2 =AAd|e I

identified, adjusted, calibrated and maintained, and capable of producing valid results. |&]
14. Confirm that the organization assesses (and records) the validity of previous 7.6 RUEHH =4 An|o T
measurements when equipment is found not to conform to specified requirements, and takes |2

appropriate action on the equipment and any product affected. Verify that the control of
the monitoring and measuring devices is adequate to ensure valid results. Confirm that
monitoring and measuring devices are protected from damage or deterioration.
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15. If the selected process is software controlled or if software is used in production 7.5.2.1 A L Mu| 2 AlF
equipment or the quality management system, verify that the software is validated for its |[Z2A|2~2 a4 &<l
intended use. Software validation may be part of equipment qualification. )

7.}%.‘@43% 2 =74n] 9
16. Determine if the manufacturer has established and maintained a file for each type of |4.2.1 43} <wte AL}
device that includes or refers to the location of device specifications, production 4.2.4 71239
process specifications, quality assurance procedures, traceability requirements, and 7.1 AFE Ade 718
packaging 7.5.3.2.1 FH2 duke FALE
and labeling specifications. Confirm that the manufacturer determined the extent of
traceability based on the risk posed by the device in the event the device does not meet
specified requirements.
17. Determine if the manufacturer has established and maintained a record of the amount 4.2.1 &4 3} dikg FALer
manufactured and approved for distribution for each batch of medical devices, the record [7.5.1.1 A4k & Aqu|2~ A&
is verified and approved, and the device is manufactured according to the file referenced |&]
in task 16. 84.2 4.1 AFE RUHY @ =

XO
18. If the organization manufactures active or nonactive implantable medical devices, 4.2.1 ¥A43F AnutQ FAFeE |
life-supporting or life-sustaining devices, confirm that the manufacturer maintains 7.5.3.2.2 F=AAF o &
traceability records of all components, materials, and work environment conditions (if 71719 thek EW @ ALe)
these could cause the medical device to not satisfy its specified requirements) in 8.2.4.2 =AU 877
addition to records of the identity of personnel performing any inspection or testing of oﬂ EH?& E%EgjéiﬁlA}é}

these devices. Confirm that the organization requires that agents or distributors of these
devices maintain distribution records and makes them available for inspection. Verify that
the organization records the name and address of shipping consignees for these devices.
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19. Verify that product status identification is adequate to ensure that only product
which has passed the required inspections and tests is dispatched, used, or installed.

7.5.3.3 A%

o

¥

EERE

20. Verify that the organization has implemented controls to identify, verify, protect,
and safeguard customer property provided for use or incorporation into the product. Verify
that the organization treats patient information and confidential health information as
customer property

7.5.4 24k

21. Verify that acceptance activities assure conformity with specifications and are
documented. Confirm that the extent of acceptance activities Is commensurate with the risk
posed by the device.
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22. Verify that the identification, control, and disposition of nonconforming products is
adequate, based on the risk the nonconformity poses to the device meeting its specified
requirements.
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23. If a product needs to be reworked, confirm that the manufacturer has made a
determination of any adverse effect of the rework upon the product. Verify that the rework
process has been performed according to an approved procedure, that the results of the
rework have been documented, and that the reworked product has been re-verified to
demonstrate conformity to requirements.
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24. Verify that procedures are established and maintained for preserving the conformity
of product and constituent parts of a product during internal processing, storage, and
transport to the intended destination. This preservation encompasses identification,
handling, packaging, storage, and protection, including those products with limited
shelf-life or requiring special storage conditions.
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25. Confirm that the organization performs a review of the customer’ s requirements, 4.2.1 &4 3t Lk FALek
including the purchase order requirements, prior to the organization’ s commitment to 5.2 17 =4
supply a product to a customer. Verify that the organization maintains documentation 7.2.2 AFY #AHH 241
required by regulatory authorities regarding maintenance of distribution records. HE
26. If installation activities are required, confirm that records of installation and 7.5.1.2.2 AX&F
verification activities are maintained.
27. Determine if servicing activities are conducted and documented in accordance with 4.2. 13-A 8 Lk Ask
defined and implemented instructions and procedures. Confirm that service records are used|7.5.1.2.3 AH|~ &
as a source of quality data in the Measurement, Analysis and Improvement process. 8.4 do]Ele] 4
28. When appropriate, verify that risk control and mitigation measures are applied to 7.1 AL 718
transport, installation and servicing, in accordance with the organization’ s risk 7.5.1.1 A 2 Aqujx= AFH
management practices. =

7.5.1.2.2 AA&F

7.5.1.2.3 Auv|~3%F
29. Determine, based on the assessment of the production and service control process 4,194y @ AL
overall, whether management provides the necessary commitment to the production and
service control process to ensure devices meet specified requirements and quality
objectives.
Chapter?. Purchasing
1. Verify that planning activities describe or identify products to purchase and processes 4.1 €¥FQ - FAFS}
to outsource, the specified requirements for purchased products, the requirements for 7.1 AFAH V]38
purchasing documentation and records, purchasing resources, the activities for purchased |7.4.1 F-wj3E=Z A~

product acceptance, and risk management in supplier selection and purchasing.
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2. Select one or more supplier evaluation files to audit. Priority criteria for selection:

e Indications of problems with supplied products or processes from audit of the
Measurement, Analysis and Improvement process

e Suppliers of higher risk products or process

e Suppliers who provide products or services that directly impact the design outputs
required for proper functioning of the device

e Suppliers of processes that require validation or revalidation

e Newly approved suppliers of products or services

e Suppliers of products or services used in the manufacturing of multiple products

e Suppliers of components or services not covered during previous audits

3. Verify that procedures for ensuring purchased product conforms to purchasing 7.4.1 7 ZEA| A

requirements have been established and documented.

5. Verify that criteria for the selection, evaluation and re-evaluation of suppliers have |7.4.1 -7 2|2~

been established.

6. Verify that suppliers are selected based on their ability to supply product or services [4.2.1 43} dukQ F-A}sk

in accordance with the manufacturer’ s specified requirements. Confirm that the degree of |7.1 A|3=2&e] 718

control applied to the supplier is commensurate with the significance of the supplied 7.4.1 FoZ2 A2

product or service on the quality of the finished device, based on risk.

7. Verify that records of supplier evaluations are maintained. 4.2.1 F43} duteFALst
7.4.1 FEZEA

8. Verify that the manufacturer maintains effective controls over suppliers and product, |7.4.1 F-Wj3Z=Z A2~

so that specified requirements continue to be met.
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9. Confirm that the re-evaluation of the capability of suppliers to meet specified
requirements Is performed at intervals consistent with the significance of the product on
the finished device.

7.4.1 FuZEA 2

10. Verify that the organization assures the adequacy of purchasing requirements for 4.2.1 &A 3} duke FALer
products and services that suppliers are to provide, and defines risk management 7.4.2 AR

activities and any necessary risk control measures. Confirm that the manufacturer ensures

the adequacy of specified purchase requirements prior to their communication to the

supplier.

11. Verify that the organization documents purchasing information, including where 4.2.1 &4 3t Lk FALek
appropriate the requirements for approval of product, procedures, processes, equipment, 7.4.2 AR
qualification of personnel, and other quality management system requirements.

12. Verify that documents and records for purchasing are consistent with traceability 7.4.2 AR
requirements where applicable. 7.5.3.2 F4A

13. Confirm that the verification (inspection or other activities) of purchased products |4.2.1 F43} dwte AL}
1s adequate to ensure specified requirements are met. Confirm that the manufacturer has 7.1 AFEAHe 718
implemented an appropriate combination of controls applied to the supplier, the 7.4 T

specification of purchase requirements, and acceptance verification activities that are
commensurate with the risk of the supplied product upon the finished device.

14. Verify that records of verification activities are maintained.

7.4.3 T7Ee] AS

15. Verify that data from the evaluation of suppliers, verification activities, and
purchasing are considered as a source of quality data for input into the Measurement,
Analysis and Improvement process.

8.4 Hlo[ele] 4]

16. Determine, based on the assessment of the overall purchasing, whether management
provides the necessary commitment to the purchase process.

4.1 Grre AR
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= ABSTRACT =

A Study on Introduction on Medical Device Single Audit Program

- methodological review of Good Manufacturing Practice of major countries -

Jin-young Park
Grade School of
Public Health
Yonsei University

(Directed by Professor So-yoon Kim, MD, PhD.)

Despite of the efforts to standardize the medical device regulation
worldwide, there are still many variations in medical device
regulations by each county. These differences cause inefficiency and

delays in penetration to global market.

Therefore, the International Medical Device Regulators Forum has
developed Medical Device Single Audit Program(MDSAP) to encourage and
support the global convergence of regulatory systems. IMDREF has

commenced the pilot phase for MDSAP in January, 2014.

The purposes of this study are as follows.

First, we will conduct a survey regarding the MDSAP documents which are
provided by IMDRF and compare MDSAP «criteria with Korea GMP
requirements. Second, we will examine the level of Korea GMP audit and
the GMP system of Korean medical device manufacturers. Third, using

SWOT(Strengths, Weaknesses, Opportunities, Threats) analysis, we will
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consider whether it’ s necessary to introduce the MDSAP or not.

The differences between MDSAP and Korea GMP are divided into audit
criteria and audit method. Regarding the audit criteria, MDSAP audit
elements are divided into 7 elements, whereas Korea GMP audit elements
are 5. MDSAP requirements for risk management have been emphasized as
compared to Korea GMP. Besides MDSAP criteria, the unique requirements

for participating MDSAP regulatory authority should be added.

In relation to the audit method, MDSAP requires more strict
requirements to the Audit Organization compared to Korea GMP. And audit
duration is based on the elements to be covered in the audit, not on

the number of employee as in Korea GMP.

The SWOT analysis for introduction of MDSAP presents that Korea medical
device manufactures have competitive advantages over other Asian
manufacturers, although they are insufficient compared to IMDRF

countries.

MDSAP will minimize the regulatory and the burdens of the industry,
leading to more efficient promotion and flexible use of regulatory
resources through work-sharing and mutual acceptance among regulators,

while respecting the sovereignty of each authority.

On the other hand, it should also be considered that Korea medical
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device manufacturers are lack of experts in quality management, which
means MDSAP would increase regulatory burdens to those who will not

enter the global market.

As a conclusion, it 1s necessary to introduce MDSAP instead of Korea
GMP, while considering minimizing risk and any other problems which
might be caused. Therefore, it i1s recommended that we introduce MDSAP
as voluntary regulation, so that the manufacturer can choose either

MDSAP or Korea GMP depending on their situations and requirements.

Furthermore, governmental supports, such as education and financial
support should be provided in order to promote quality management
system for the medical devices manufacturers and strengthen the

competitiveness of Korea medical devices industry.

Keyword: Medical Device Single Audit Program, MDSAP, GMP, Good

Manufacturing Practice
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