% Australian Government

" '—‘? Department of Health and Ageing C|GSSification of Non" |

Therapeutic Goods Administration
, | , conformmes

Major non-conformity:

 indicates a failure of the person responsible for QA/QC to
fulfil his/her duties; and/or-

» consists of several Minor non-conformities, none of which
on their own way may be Major, but which together may
comprise a Major non-conformity.
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T &5 u-viv"x Departmen( of Health and ,\gemg ClﬂSSifiCﬁfion Of Non - Conformities

Therapeutic Goods Administration

Minor non-conformity:

* requires corrective action, but is considered less serious
than Major non-conformity; and/or

« is typically a one-off lapse in compllance with defined
requirements.
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T  Australian Government . . L
e Dearmen ot ani iy Classification of Non-conformities

Therapeutic Goods Administration

Categorisation of a non-conformity is based on the
~ assessed risk level and may vary depending on the
nature of products manufactured.

A non-conformity that had been reported at a previous
audit and was not corrected may be reported at a higher
classification.
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W Australian Government

- f A Department of Health and Ageing ' COf‘f'CC'riVC ACfion FOllOW"UP ‘

Therapeutic Goods Administration

Response to the audit report evaluated by the Lead Auditor
and Technical Specialist as relevant

Formal record of close out of each nonconformity
maintained

Outcome cdmmunicated to company and MDAS

Company rated as good, satisfactory, basic or
unacceptable
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Australian Government

< - Department of Health and Ageing COI"I"CC""VC AC'ﬁon FO' lOW - UP

Therapeutic Goods Administration

. Unacceptable response initially handled by Lead Auditor

- If responses to major non-conformities are unacceptable,
or not satisfactorily corrected, referred to a MAB/MDAS
Review Panel for final decision.

« Follow-up audit may be conducted to verify effective
implementation
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m Department of Health and Ageing -~ = - AUdi.r C'OSZ-OUT : |

Therapeutic Goods Administration

« After close-out, the audit result is referred back to MDAS
for inclusion in the review of the complete conformity
assessment and decnsmn on Conformlty Assessment
Certification

« SO 13485 certification not required for Conformlty
Assessment, but is issued if requested

+ SO 13485 certificates have 5 year expiry
— Unless issued for use in Canada, thence 3 year expiry.
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.. Australian Government

: " Department of Health and Ageing - o QS ;AUdi? Ff'equency

Therapeutic Goods Administration

« Manufacturers are classified according to product risk
— High, Medium and Low

« Compliance level determined |
— 3 levels of “acceptable” and “unacceptable”

- Routine re-audit frequency dependant on product risk
category and compliance level

i, G TN, Ty 2 A G o
e Y L YR S i %

: O A T I T7
o R R R e P

e e

31 Copyright MAB TGA March 2007

QS Audit Frequency

NI o ¥ e A el

* Full audit conducted approximately every 5 years
— Health Canada QMS Certifications issued for 3 years

« Surveillance audits conducted approxirhatelly every 16-20
- months - |

* Intermediate surveillance audits include key elements each
time and rotate through other elements over the full audit
cycle |

— Other risk factors are considered, e.g. problem reports, recalls,
TGAL test results
— An audit can be conducted at any time

* Unannounced audits
— when it is believed that advance notice would affect the outcome
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| Questions later :
Dragana.Milic@health.gov.au

R R e st 7
PR ITS e
“Lm =R s

S

33 Copyright MAB TGA March 2007

—167—



wfTEst b5a

GHTF/SG4/N30R20:2006

Global Harmonization Task Force

WA E

FA FVERBERMEEEDRERXIAY FRATAIHT S
EREERS - b 2 ERNEEERK o

fERR : 5B 4BFRHE (SG 4)

HEX : GHTF
4T : 200645 6 A 28 H

/

ey~

Georgette Lalis, GHTF Chair

IOXEIR, EFEBBEORSUBRUEERDORRIRIZL > THR I NS GHTF IZ & » TERK
Az, TOXER. EEBEEORFICEVWTHERTAOOHMENHOL W EH LBt 5

TEEEBERLTERY ., EROLBELE L THEMABERICKE-S T,

C OXEOEE. EAULE R A, B THNEETHIL, ZOXBEMD
TEIC AT S T & B O EEICERT 5 - &I LT, GHTF i3fnfi7z 2580

HEAFTRIZE LR, ENERRTIHIHLOTHRYY,

GHTF % {E#E 2000

—169—



Guidelines for Regulatory Audltmg of Quality Management Systems of Medical Device Manufacturers

Part 2: Regulatory Auditing Strategy
GHTF/SG4/N30R20:2006 — Study Group 4 — Final Document

Usic

B&

1.0 KX

2.0 HEAHE

3.0 {EREs

40 BEEH

50 EZE

6.0 HHIESZEME O —EHTE

6.1 EBH

6.2 SBHEERIAL NIV ARATLADOESR
6.3 EEEDHEDF

6.4 TutRIZEISEER

65 YAy

6.6 BES#EEiA

6.7 %E%ﬁ@wﬂ/174/7wfﬁ
6.8 RBt%

70 VT URTLADEE

71 wRIAVDMFTURT A

72 EREt RV TRT L

7.3 HGEXEYT AT A

7.4 BLERUVTat REHBYT VAT A

7.5 RELABRUTHLE (CAPA) 727 A

FEE

fTERE:
fTRE2:
TR#E3:
tRE4:

76 BREBYV VAT A
7.7 XBRRUEREF T RAF A
7.8 BEEBAE ot RYTRT A

TIHEEREY Y U EE
EXAROEECERAEINIER
1ISO13485:2003 & 21CFR Part820 & o xt# %
BEIR '

June 28, 2006

—170—

Page 2 of 29



Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device Manufacturers
Part 2: Regulatory Auditing Strategy
GHTF/SG4/N30R20:2006 — Study Group 4 — Final Document

IXEDHIT

IOXEZ. ERESATHEEREES(L2E (GHTF) KX THERE N, GHTF X, ER#HED
RASRRURHEN TV IEERDORRICLDEE /N —TThH D, ZOXEIL, EFREIHMN
EBWTERT O OORRADLWiEH 2T 2 L 2BERLTEY, ﬁ%@éﬁﬁ%ébf
@W%%%Lﬁoto

ZORHXECEE., BEAUIMERICHEIT VA, %ﬁf&ﬂéﬁf&n DM EMOE
NWBIAT AL RIIEEUNDEEICEHRTAZ LT LT, GﬂF@Wﬁ&éﬁﬁ@%E%ﬁ&
HIZELL, FRERRTHALDTHLR,

1,0 FF3C

TOXEZ, RERVA S PURAT LAEREE (], 1ISO 13485:2003 KU 21 CFR 73— | 820)
Li‘]‘ LT, 7"n-izz7’7’u—?Gugdb‘fl%ﬁﬁé%%ﬁlaﬁﬁﬂ)nuﬁ’?* CAVIRNARAT ADEEY
TRHOBHYBRUBEEHBEICTT 32 #REtT 5,

E: ZORHOBROEHIZIX, 7 BE “RENREEZERT D,
B SR IEEREIC T 5 BENERICE, ROFERAFTEND,

HEBINFEEETH- T, UBINZRERX VAV AT LARUREOSREIZ OB S
-%E%%W@?EE@W&U?@&%@H@ BEEOXLRI—EMER

- BECREY A B S RE O SRt

- EEBENERTIEEOEREM L, RUMORKLF/ICLIEEDORT AN
cEEORDOEERED, LR LFH

CRBVXTAV P UAT AEEORK AR TS S &%@@Té@kkﬁ¢6fﬂ

EFESHERET AT OIEENERICE, KOFEREEGEND,

HEBINEETHo T, ABENLRER VAV P AT LARUVEADKEIZDORDS
CRIEEEDORER VAV N VAT AT HIEEERBR P74 — FNv 2 I2BT5, —BEHE
DR ERVEEDEFENESIZLD I EICL2BROEHH
cRAARHEUBICL D, B—0REER AT IEREOEROWEL

- B2 2BHERBIZ L DBEEOZ T AN EHEER L

EREZZTIRMRICIIBERVEREROERENEEN. TRODALIL, ETEN TV HER
BENEL2TAITHLZ LD, LVBWRIEKEEZ/DL LN TED,

T DE#HE. GHTF 4R (SG4) “BHEE" [CX-oTHEREhE, ZoHE#HOERICHE
THERNIIERIZ. SG4BRICEBERH EINW, EEZLOEMIZ, GHTF v =741 b
(www.ghtf.org) (2B XN TV 3, '

2.0 BA#E

ZOEEHT. RBERXC AL MURATLAERSEIE (F. 1SO 13485:2003 R 1* 21 CFR 73— |
820) I LT, FTutR7 o —FIESWTEERBRUEEEDRE~YRV AV VAT A
DOEEZ1TRS. RHUBRRUEE#ENERTHIZ LZERLTWS, BEEMERIIRHEIUIR
FELEOERFHIIHMEINTEY, TOXEBEIRIN TV IEERIT. L b60OBHI SUIRE
LTOEREFEHOHRELEEZXD L XV,

June 28, 2006 Page 3 of 29

—171—



Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device Manufacturers
Part 2: Regulatory Auditing Strategy
GHTF/SG4/N30R20:2006 — Study Group 4 — Final Document

ERBRBEET T IERIL. FICREYRTA Y MNIBET2 O T WEHERFRY
BYATeZ L bHEL, ZofE#id, RERVAV I AT LAOERBHEOLZH>TND
Emwﬁﬁ§*$ﬁﬁﬁméh\%nﬁEEWﬁﬁﬁ%DA%T&é%ﬁ\EEEH‘%n%%
EXDERLEEOT CHEBIILIEB TR LIZE ST, FDZ L2 EEBTALERDH S,

- OIEHINEEER CEMEECEAT 55, BEAREORHOESE LT GHTF SG4 12k »
THRESR: “EFSENEEEOREY AT AOKMERSE— < — P 1 : —ZEREH (SC
4N28) “CHESNTHOBLIC. HHOsHBELED —TOMOEEI LEHATE 5,
FOMDEEDHMII, FOEED-DITBRLEY T VAT LOERERDAZETHD,
3.0 {ERRHEH

T OfEEHT. A LE, EEREARVEEAIC, EREZSOMETR VAV AT LAEEY
ET 5 - OOEEERIKICET 5 EANFER LRI T S,

IOESHOEAMIZ, BEEFEETH LTO—EMZMESED I L THEI—ENIT, BERBR
DESLRVHEARBOLDIILETH D,
4.0 BEEHN .
GHTF/SG 4/N28 : ERBBMELEORH L AT AOENEES —/— M1 | —RERFE
GHTF SG 1 N29 R16:2005 : fiiE" BEfMes “OERICET HEHRIE

GHTF-SG 3/N15 R8: 2005 : SE <X VAL F VAT AIZEIFB Y A7 vX I AL FOFEBERV
TEB D ENRE

REVRTLAEENAF (QSIT) . XKE FDA
ISO 13485:2003 : EFHB —RE- XA L AT A— ﬁﬁﬁ%@twwgﬁiﬁ
iSO 19011:2002 : HER WX AEEL~ X VA > k¥ A7 LEED 1O

BWHRM%amM:E&%ﬁ—&gv$vxybyz?A—monw&mm%ﬁﬁfétb
D¥EE

ISONEC 4 K 62:1996(E) : & ¥ A 7 AOFHER ORI BR#1T 5 BB 3 5 —RERIHE
ISO 14971:2000 : ~ EREE—ERER/IIHTDI I R <RV AL POEA

ISO 9000:2000 : HE~R A b AT h—EAR VS

ISONEC #A & 62 %M+ 5750 IAF 58t % 4% : 20054 12 4 15 A

B BAAROXECH LTI, REESHREMAEASAS,

June 28, 2006 ' Page 4 of 29

—172—



Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device Manufacturers
Part 2: Regulatory Auditing Strategy
GHTF/SG4/N30R20:2006 — Study Group 4 — Final Document

50 E&

B _
%EgﬁmﬁténTW6%§%HET6tbL EEAZEAZINE L., T2 FEMICEHEMmT 2
70, KR OMIILI-XELENT-TukER

(1ISO 19011:2002)

AR .
BHIEHORER AV AT LAEREE~OBERZ2EXTH-HD, GERPA MY
AT WEEH

T ZoBHOERNDEHICIR. “BE BEMNEEEZERTS

EAETE .
Fgt., FEXZERFEAOEAEGDE
(1ISO 19011:2002)

ELAFEHL
BEERBIIREETD. &&T?& . FEORRBRIIEOMOFER
(ISO 19011:2002)

A EATEMRNR IR ERNOMNA TS & <. AENRBERRICA LTHbh,

BEFr iRy -
WE SG4/N2S . “‘ERBEIEEEDORE Y AT ADIEHETES —/— M1 —FERFIE"
S

ﬁl‘l?’é :
eI ALt BEL, XL RICEHRXIIETFHIC) ( FHETDIILE2RD

W T OEHL. 1501348522003 0 BT B” L5 O RBOMELIIRRS

EE RS :
GHTF SG 1 N29 R16:2005 : Fii8” EfHE “OERICHETHHRXEOERICLD

Tak X

ATy hETH Ry MNeERRT 2. HECEET S UIHMEICERT 3 —E0ES
(1SO 9000:2000)

BBV RS
REFENLEON-BIIEBETII RS
(ISO/IEC H 1 K 51:1999)

YRRV AV b

8. FEEROY RZ 2y ha— L OEZICHT AR AL OFE, FIERCEROERE
72

(1ISO 14971:2000)

June 28, 2006 , Page 5 of 29

—173—



Guidelines for Regulatory Auditing of Qualify Management Systems of Medical Device Manufacturers
Part 2: Regulatory Auditing Strategy
GHTF/SG4/N30R20:2006 — Study Group 4 — Final Document

HaXEL
®E - BAR T ERABRBMENTOVEINENPXTHEIR AV P AT LAOBRBEEANIICH S

PEPZBDT. ZhoOXEFR, Rit - ARt A00RRL LTHELNIFEDORMITSK
THORMBIT YTy bTHD '

T iﬁéﬁmmﬁﬁkbwrﬁ BirRESAVLNS

6.0 HAYBETRRIR D —RXEIH

EFESRREEEDEETIX. TORETRIAV I AT LD, AETRXIAV M AT LE
REERVHRHIEREE, SOCREEERREIL-FE~DOBES L2 EET 5, ZORBE-XR
DAV I RT AT, BURRERC AL FRAT LK (B, 1SO 13485) XIIHRA (HB
£33H) I2E3<, :

IOEEIZ, TuRERTHIRETHY, ERBSRIELEICIIEEOHhO T ot Rz
ED ZENREE LY,

COEEIYAZICESE. BEAED EREELEETAOILERRE X UAL FUA
S ADEES oL ACESEEDES, EERL. BEREBOESMICH LTRLAS BB
Bz AT[EMNHAIABERIZETL., R, 2TO7 FADERBRN, ZoEETOERA&HEIC
EENBILERECTS,

6.1 BHiE

BAE. KOBEAERTESL 5, HEL, EHT_ETh3,

'§m¥%@mE7?/%/F/17A®ﬁ%ﬁ% R EREELWE T 2aD— %Y
ﬁﬁﬁk R D OFRRFHEIC X > TFHET 5,

CEEORKRIR, BEYEGTSEEREXIE. ORERICEDL S BMAHH I L, 0
FHBHI BRI, EADRRDES(LRUMHEEARTH D,

cEETIR. BERBSBUIRBERIA b /ZTJ—\LHIQETZ)FEIEE# ED X S IZE E&éh
BN THENEHET S,

-EHIT. HRESCHLTERAERSH D L,

62 METRXIAVIRATAOERE

B ErOEREEL L. REvEIAY U RT AGRANREIICES S EbES
REThHBH, FTURAT AL, BEER L VEELSNEHCHET B0Ic. B LTH <,

June 28, 2006 s Page 6 of 29

—174—



Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device Manufacturers
Part 2: Regulatory Auditing Strategy
GHTF/SG4/N30R20:2006 — Study Group 4 — Final Document

Y7 RATF ARVENGICHIET SISO 13485 D&IHIZ, kD@D TH D,

BT RT b ISO 13485:2003 DE R CMERE (BSE)
1.=FPAV 4,5 6,7.8

2. 3%5t - BA% 7

3| E( 4. 7

4 BERC TR |4, 6, 7. 8

T (%475
BEe. BEET)

5. REIELBERV 4,5 6,.7.8
FRLE
6.ERER 7

7. XE(LR & 4
SHEEME uER (7

®1: 47927 ARUBET 5

ISO 13485:2003 NH R UEREICAT 2, bR IZBRERIL, 7.0: 7Y A7 LADEHEID
TRE N TV 5, 1S013485:2003 & 21 CFR Part 820 & OxBRIZOWVWTiE, TBRE I 2BH
DT &, '

FEHT VAT AR, RI1DI~SBKHARESA TS, BETHE, ECEZhLIEREZEDYE
BRETHD, WRICE->T, ZOMOY T VAT L EEYTIRATLE LTRI ZEVE
gavb Liev, Bl EBRERT. ROLILMEXRELEETIHE. EEFT VAT A
&*J‘f\‘% THD,

°mﬁbﬁ£%&%%ﬁk?é%m%%
- BRET-BAR. &m\ﬁ%&tﬁiifnfx%Tﬁb/ A HBEERE
c BELRRHRCY T TR T Y ABATIREEE

6.3 EE@@V)ZT

B EEMT BICI, W< O7b=0)£7‘£677"ﬂ—?7b=§>60 BIZiE, hyTFTL” . EEA
Ty . MAebE” RU ‘BET THD,

BEEDBHRUEHRICE ST, BYREDHFEBRT D L LV, BETH D S HALREEN
RWBRE, by FF o7 Fu—FREELY, B, FEEEI Ny TIY T TR-F
L3, BEMNREERSMBEZEDERR. @8%. R ATy 77 7e—Fil &b, EHEEIC
X, MAEDET Tu—FREYTHS ), BEEECIWE, VT RAT LAROMERFEEF
fliTE %, :

CEEIIRT S by AU TFa—Fi3, RESFIAV VAT ARVEDY T VAT
AOEROFMMNOLEFT D, FOFT VAT AR, =R VAV b, REH - AR, BEXE
b, MERUT ot AEHR, RELABRUOTFHABNH D, BIEEENBEN2FIEEZREL.
XEL, EETEAILICE->T, BEAMERFERIIHLL TV EINELPEZHET DI

BRULEYT VAT LELE2—T3, METRIAL AT ARVEY T VAT MK L
T, #lziX PDCA (Gt —ER—HRE—LB) 17 (64 BR) ZAVDHILICL-T,
TR Ia—FRERAINTWAZLAERTHEPEETHD, “byFFU” T

June 28, 2006 . Page 7 of 29

—175—



Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device Manufacturers
Part 2: Regulatory Auditing Strategy
GHTF/SG4/N30R20:2006 —~ Study Group 4 —~ Final Document

Tao—FilloT, BEEBR REEELRBUNLFERCHFHERI LTI LE2HET S,
FOHIT, BEERIT, REEEXFERCFHEZDENICERL L TWEI30EL, RUEGE~
?/%/b/zTAmﬁﬁ§k$ﬁLﬁALTwémEb%&mfatbk Rk & S DL
Lt a—733,

ShE. BHNE, EERERORELEEICHTS. RN TERNLH AEESaE AN
DOY—HBT Fa—FThd, - L. —OT7 Fa—Fii. BEORLOHEICES LS DY
B LEEEHBZLOTIEIR, '

CEFIIHTD ‘DRAT v 7Fo—Fix, RERE. fixiE, TREEGFROERBERE
XEAEEHBEFHBRIITAIILENTES, ZOLHLT, BEEBRIEIMSHREL T,
BREEOETICEIREEEOMERVAV M AT LAOLEEZBEL TERELEDZ, 20
77rua—Fik, BEDRERERCEFORRICE > TEBE2ZIT -, BRLEVT AT LR
Vot XA0OFHHEICEL TERPHRETE 3, 2077 e—F2ERTHEE. FE<X
CAUVINRTLADOEELE LTOFEDERHET D Z EIITE LYY,

cEOBDOFER, ThboZHOo0T7Fu—F0 “WHREDL®T  u—F" Ths, BEAITME
TARVAV NIRRT LADOREBOOCEEREFRETD (M 7¥YY) , RIS, VAT LADOERE
m (F]l, WETotR) 2BEL, BREIZ. BETHIFESERENTND Z LERIET
(RrLT7v7) . ZOERGDLET A u—Fi3, EZL<DBE. by F¥ VT 7T —FXiZ
RELAT 77 7a—FERAVB LV LHRATHD, /-, ZOHAEDLET o —F(C
INE, RE-RT AL M RAT LAOEBEOFHEICE N T, HEMBEORAEE., L0 FEKI
T2 Z & TE B,

c ‘MG T u—F TR, BEREBIT—o0RA. /\/?K&iﬂ/b%@?ﬂb mBeRTAY
FRTFLORBA DTk R (BHE, REH-FBR. BE, MG Ba., BEL) 2@LT,
IOV UTINOBRBERLED, TOT e —F3HENOCEFTE RN, Wz, BEENLHD
TLEHLTED, A0, MHOMERHI Y TITAEBRTEZLICL- T, BERABIIERD
FEERIZ. BRERTFRHALE (CAPA) 2805 LbHTED,

64 TubtRITEISERE

FRHRBE~RTA P RAT AR, BEEZTFHRUOBRML, 2L T, 20 L5 2&HROER%2H
I THRENEFSEBOMAMEATHD, ARHLBE~RIVA LV P AT AT, BRIELEXIZTFEH
MBEVRBARIZEN, EIN, AP THA I EE2BRAETRETHD, BEERHIT. MERTP AV
VATARBEHENBZ YT URT ARG oA, HEHE o2 L LTERENL. BOThH
DI LEHETRETH D, mx&momwsmmu:%E%@LTHbﬂé~&MEH%WU
g9,

- 3t& (Plan)
@%%%ﬂ‘%Ev*yfVF?Z?Aﬁﬁﬁ§*$ﬁﬁﬁofﬁ%%éﬁﬁfl&ﬁ?é6
BERBIVO S ot X #EILTWAMN?

- #i8 (Do) : |
BEERT, GERTPAVI AT ALZHESTVEN?

- feZ (Check)
BGEERIT, Eﬁkioﬁﬁ§ﬁ$ﬁkﬂtf SERX AV M ATFAD v ARY

June 28, 2006 - Page 8 of 29

—176—



Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device Manufacturers
Part 2: Regulatory Auditing Strategy
GHTF/SG4/N30R20:2006 ~ Study Group 4 - Final Document

BIERREZEHHNFHEL TWE21 2 BEEE R, NREERVRXV AV L a—RER
HBLT, BEYRVAV MRT LAORMEREHE LICFRTHE LTV EH0?

- I58 (Act)
BIEEED, ﬁmﬁwﬁﬁﬁﬁéﬁﬁTétwﬁvﬁﬁéhé&AkﬁA¢5twk HEH
RETEABRUTHLEZERL THEN? .

65 Ty Y

EHEIL. BB L REREBLEIIBERIIESHNTH U IAEZERLTH LW, BE
TR AV P AT LAOEEOE (6.6 EEHESR) BT, BERRIZDEREZER
THYLERHD (F, EEXOEMAGE,. EFREED7 7 ANE, ERBSROENES. B, &
AEN3RHEREE, FIROEEOKERRY) . Y 7Y 7k RADYT AT LANT,
BEDYTVAT A (RUBEET AV TV AT L) OMRALREREZFMTI-DIILETH
Yo FTBEDOE 1 RVIXIT 2 13, BYARFKHOY LV IVOBEBERETHDICHAWVWTH XUV,

6.6 BSEFHME

ERESBRAEEEDRE L AT LADOEMEERRS — /- F 1 : —ARERFH (SG4/N28) 11D
ERFEIIMZT, KORLERTRETHD,

cBLEEEMNLOEHR

CEXRH. HERUVBELTHIRHEEOREOEE

WEETREBER, 7TCRBIh T3,
A)BIEZEICH LTERT &4

HEERMETIE. ERBBIEEEDORE L AT AOEMEEEH —/— M1 : —RERIFRO
1.1.2 (SG4/IN28) KR ENTWH LI IZ. BEERROEERVEEHBEELER T HLDHIC
BEEEITH L TROEREZERTRETH D,

a) BLEEE MM ESTVWBETORA L&HD#BEE2 &, RISEEZT DA, /T

b) HYEL BIEES, aXBERUVEFA—NLDOT FLA

C)EEOHBHBMICSEINILNEEK (237 FE2ED)

d) BIEENTWAEFBBOHAR U7 72 (BEFBBROI 713, RHEIEBICE>TRED
ZENHB)

e) BEEREE T 2 EANEMEEN D, BRUVSUTIHIK TIRFE SN/ RUYIIIRTE & 3HE
POEFBEORR, T, BB LTRITENTERE Bl 748 R) OFLER
YR MEEDL (ZYTIHE)

) EFICEENDRBUERT (V4 b)) OFFEMRGEEANE

g) BRUEFTOEEANTOY X b

h) H 5@ A BHEETRE, fiziE. Y7 bv=7, BEIRRLY

) BEEARREENERTLELD Y X FRUEOFE#, TNOLDOT Y Y — xént¢¥L
SHLTEBMENTWAEROEX LS T

DEEENDHEE. HOEEHBEICLS, BEOHLWIEEARBROTT

k) EFREBORMITIXET 74— — L ROBHAOAE '

) %44 554, REOEEELUBROEEOTR

June 28..2006 ‘ |  Page90f29

—177—



Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device Manufacturers
Part 2: Regulatory Auditing Strategy
GHTF/SG4/N30R20:2006 — Study Group 4 — Final Document

BEERK. HERVBERELTIBEMTOEERMOEE
il

EEXOHE L. ERESENEEXEORE I AT LOENEERH /- F1 : —RERFR
(SG4/IN28)D 8 (BEEDHN) IR S TV HEHE, RFERFRRVBEREOBBEICKTF
15

EEAK

-EEREKI. ERSHDIER, ?Efé&énéﬁéﬁvﬁﬁwﬁﬁkﬁbf ﬁﬁéﬁ&v
ERRDOBF IR E REBERIET, _

EEAHT. BEEOEAGHE, BERCHENSOFEORMEREEA, IO ERMEEOGHE,
77 ARUVEBMS, REEEORERUEMS 2 EOBFRIKFT S,

RIS 2V EE, COBCEET HWRE, NEEERENEECENTE 5,
EEMEE L EEAKL QMR

B BB KT B, Bl SROEEEED. SWECﬁ4F%2ﬁm®tb®
IAF $58HC BB S N TL B EARIC L 5, | |

B2 B M OEEH

EAMBN MR R £ HET 2RI, MEEEORE~R VAL FURT ANEIET 5 HHE
REECHES LTV ARERUET A7 010, BEF— AR LTHAREMALE X bhb <%
ThD, EXEHIEORHERBE~OBEEFMIC R L TEREND H 505 BMIBMIE, EY
fesnAaFhiER bR, : SRR

B 21X, ISONEC HA K62 #EAT B0 IAF f5gHz L 2FiZ, 1SO 9000 > —X DD
VEEEOCRED, BEER - ARSI 2 EARLZEDIDIZFERALTL IV, ZORIT, EX
BBOEEDOHNZR=—XITEXDZ EZ2ER LTIV RV 28, 1SO 13485:2003 & USRHIE K
$ﬁhﬁf6ﬁﬁ%@%#«%r&é e, TOXER EHEEDL S RLOBEHBERXDE
HOREHI L2 B, .

ﬁﬁéntﬁﬁaﬁ@gxﬁku EEOEM., ME~XVAY P AT AXEOEHEERC
H|EBERO-DOBME ST, BHBEXEOEE. BXEE. HRIAZOE-DOEERV
Z DD AREDTEEIC §¢6ﬁﬁuéﬁbrwtw EEL, BEROF AL ERAXE
{LOFEH 2 BT, PIEEED-DOEE SN-EABIL, OFROEERVEE L-EXBEK
OHERBIZ SR HE, HBE2ICTREN TV IERAZRBICANTHEE I RXTHB, =L
FNODEHRT, BHEAIBHICL > TERESNBEAICRLNS,

BREERMO/ S —tY FORE
E&é#szvbkﬁiéﬁ%khwéﬁﬁwEf@n—t/bm iz%mwfmmréé

"June 28, 2006 . “Page 10 of 29

—178—



Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device Manufacturers
Part 2: Regulatory Auditing Strategy
GHTF/SG4/N30R20:2006 — Study Group 4 — Final Document

YT RT A BRIGEARRFHE O i
NR—¥ FNOBRE

2RI A b 5~10%

aRE - B 0~20% REERFERICLD

A E 5~20%

ME Sk Ras b 20~30%

ua—)

RIEABRUFTRHAE | 10~30%

BRERE 5~20% . TR/ —ALTWABREEEEN
ZHLTWAREBOEARTVEEMHIC
HKIFT 5

CEAC R U 5%

BEEE &R 5%

#£2 BBlIcBITA3EERERDOAA—ky FOBEK

BYT AT AT ABRBEERICBITEI N N—E L FOBLEIX. KOEBERIZE->TEDLS,
- EEEX DA

- FEDOERE

OERfEHNCEREZINET HLEE

67 EHFROTUIRAT v ADIEE
FROAR. BEOFECEESEMT 57 DICEEBORIC IO,

MBI EICRE LEEEUAD, BB TRTANIMERECLIEE (B, MR
RE~VRVAVMVRAT A R, TrER REOEE) '

§z#vn—woﬁﬁt&ﬁﬁwﬁﬁwﬁﬁuﬁﬁﬁ%@&éﬁ%er‘%E%%k@%%ﬂ
BHBHZ L '

- TEXBMYVBEVEAT, NEEERRELBLZDHRNCER LAELZHET SO, HiE
DEEDTEEEZ 740 —T5

ORI AL BET LT, BICT 40— TEABHALERT S LATED (Bl F
AR, Sy FRERE) -

Ew&ﬁrhv—#tjr4%%§#hd BiME D ML—H YT (Fil, BEERZ2ER)
RITEAMED R L—HEY T4 2EV LB TE, BEEEIC, BEFREZAFTL 7
- MR EX D ENTE D,

A-i%%ﬁm%A\“%Xd@m&U%ﬂ%k%@TéﬁﬁkﬁE%Abﬁ 7. BB ORE
ROV ERIEORHEE ERIC AN TH LV

- NEEEE, . CAPARU=RX VA FLEa—i, ETHOEERIEHHIRETHD,
¥ : FDADOKFHTIZ. ABEERUVRI AV FLE2—IZRTAFIERVPR TP a2a—1D

LE2—%1T98, BEORZBIIRNT, MEEFICLIZTNOOEHOBREZLE2—TD
T &Iy, - : : ‘ '

June 28, 2006 _ Page 11 of 29

—179—



Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device Manufacturers
Part 2: Regulatory Auditing Strategy
GHTF/SG4/N30R20:2006 — Study Group 4 — Final Document

EBORFBIIXBILRUES « JIBHLrEETLI L1, EERICTRY LiF-EfokrawT
F 82— B,

-%E%Tkﬁﬁ”(’?ﬂ"ﬂiﬁﬁ/XTA%#ﬁﬁTé i, %ﬁ?—Aﬁ)fﬁ?ot%x%ﬁO &
B51E$%,

cBHOBEEREREDIEFICEBE 5384 0bHA 0N, BEOREBRIET A, TOEH
BIZOWTERETRETH A,

'hﬁoﬁézﬁf«%vham YOL3RIBFCHT S AT AVEEF BN, BEAF—AD
BET B,

6.8 Bt
H1: 97 RT7AOBROH
e %ﬁfutxé@@%j/xTA
AEHBA%E = WG XEL > BEETHE > JERV Tt AER
< xT A b ©CAPA S I—E—Iﬂl:&o'%aﬁ S BRERES a2
XEYFT 2T A

E:E 1 ERBRETT, mLB§<®%%#%6(W WAFEBRANDT7 41—y s XB7
ok RANDE Tt ZDBE) ,
%EE@%@Dk%ﬁu\#7VZ?AW®7th®%§Kﬁbh6ﬁ\ﬁfyx?A%&w
BB AMICLBFRIH DI LEREL TR ZLREETH S,
¥4

REABRUFHALE (CAPA) TR AL b : XU AL FLEa—DHIc. CAPA D
fEBERT A MEET S,

RE - ARTERVBREE . BRROT w7 OBENMGE OFFBICERT IRHLLDOT
U b7y P RUHGE XY 2 REBMR ERFADKGIE,

TatEtRANTIX, HIBEOT U Ny FRKREBOA Ty MI2b-0, B@E. Tho DBk
TR EF-TW 3,

Tut AEOBFRIAALRLDLH B, FlxiE. %%m6®77b7/bm imm®4/7/b
2%, ZTROOERIZSOWVWTIE, BEEOMETS (B, HEAKRVEE) 20T, _ne@%ﬁm
fERAL., BB~ XP AV P URTANRELEE L TER— Ebf%mbfwé EERRIET A9
Fxo I TEILERLD,

AR CILd 525, @mn%ﬁ#azgmbamm%ﬁﬁha'mzﬁ R TEA MR
SMoTIBE, TOMBR. RE, BET, REREERHOMICER LT

June 28,2006 Page 12 of 29

—180—



Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device Manufacturers
Part 2: Regulatory Auditing Strategy
GHTF/SG4/N30R20:2006 — Study Group 4 — Final Document

o, YT VAT LARMICHBERRFET S, flXiE. FTRBGPBESETICRA LSS,
RERZ, 468, TANRE, SHRE TR 7 —F ORM, NERHITERTHHOT

Hol-M2EFDOLIREE. VAT ARBEEFICH LT, FICCAPABRERERTAZLEE
RKLTWVBEN?

70 V7 AFADER

Ka2 DY TV AT LAOEEIZIIBREDEENRD D, KDY T VAT LAOEERHEIX, utA
IWESXx (6438 . BEIZG-TWAITNIARLRY, ZORHBEIZIZE. KeDF TV RT AT
;or&bn6¥ﬁ$ﬁkﬁALrwé LORIEEEDEIRETHD,

ENEREORMICRH LT, VRAIvX VAV MORRMFERBROMLERSELBL TEAL,
L2 EOBEEHABIIL, BRI EDIERATRETHD, YRIZ-XV AV MEBNIT, BE
TRV VAT LLERICERETRETHD (BMOHESHL LT, “GHTF SG3/N15R8:2005 d
BYX VAV MNVATLARARBIFZ VAR VA FORARUESHOERRE” 25BOZ L) .

YR 2RV A N ubt ROEAED BT, BAEERSEKZAL T, BYITHEHRY AT <X
AV MBS EN, ERFINTWAZLEREICITAZLETHS, ‘

1 EFMBOTA 7L IVDEBRTY R/ <2 T A L FEERLTVWS, BRUHIRD
RAUMH D,

F2: 87 aryOFichsdERIT, 1ISO 134852003 D=7 v a VBB LTV,

E3: kEIRHIONTWAY T AT A, %hﬂﬁﬁ§ﬁ$§®%A I¥#7/ZTA
Thy, BEETELELEDLEDIRETHD, 6.25H,

71 wEXUAY MFTLAT A%

B : w20y N TR AOEEDHML. kv FvRTA L R, EEIA R BE

PRI AV N VAT AR SN EINTWVWAZ EE2BECILTVWASZ &%ﬁm?% &
H5b,

I%Z?yT:TEGEEZ?yiﬁ\VXVfVb#ij?AwﬁﬁwﬁﬂkLT&Kﬁoo

1.GE~v=aT7 N, XV AV M Ea— RBEBEEOFIA, quﬂ‘E&U‘ungv* AV MY

A7 LFIERVIETHHRE S, XELENTHWD ZEZRIET D,
ISO 13485:2003: 4.1, 4.2

2BEFHRCHEEESRE S, XELSh. TNOEERT DILHOEMEART O T
5T L ERFEY D,

ISO 13485:2003: 5.3, 5.4

AMBER BRI R RV Ay MHEEZMEABIAKR, YR TR VA MNEBIOFEDEL
BIZLEa—TB3ZLI2X-T, . FHERVY X7 ay be— Ut 258, FREV
EBOBNZHEECILTWA I EERIET 5,

ISO 13485:2003: 7.1 :

June 28, 2006 " Page 13 of 29

—181—



Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device Manufacturers
Part 2: Regulatory Auditing Strategy
GHTF/SG4/N30R20:2006 ~ Study Group 4 —Final Document

4. BUEREE OMBBERUBETENS, BERCHER (. TERES) | BR. HERUH
B IBOREZEATODILERIET B, ThbELEa—F 5, ’
ISO 13485:2003: 5.1, 5.5.1, 5.5.2, 6.1, 6.2 '

5, v RV AV ML a—BEHBEN, %nmmE/XTA@@mﬁ&UEmﬁwvtn—éab
TS Z L ERIET 5,
ISO 13485:2003: 5.6

6. METRTVAV N VRAT LAONPEENER X, %EmE&U%Mﬂﬁwﬁﬁwﬁm%ab
TWBZ L ERRIET D,
ISO 13485:2003: 8.2.2

TEHER, vXVAY M TUATACHED, TRTRTTEH, X UAY T U274
DRLEL T ORI, OV T Y27 AR BEET S,

%E@(unm%ﬂj‘é‘kétof i@@ﬁ‘oﬁiﬁtﬁuug’\’? VAV PR TLARRITONTWAZ
EHEIZTHEDIC, by TeXx VAV IRBRRT 7 a ko TOEDEPIOWTRE
T&%Tbéo ’

72 BRE -BARYV TV RT A%k

BiR &3 - AR Y7 X7 L0BEEOAMNIT. BERBENERAEO=—X, ARRUREER
FHEZMICT I EHERCTHO, RC-AR T ABNEREIN TSI LERIFTEH L
TH D,

E:AHICE>TiE, MEOKEICKY | RHEROEEOMBIIRLRWRENSHS, 7
AT L7213, HEBELEINDIBEORIEHOERITEHRTE 3,

FERT o7 TREOETERT v i3, RE - ARV T VR TFAOEEREDORKSHE LTHRIZLD,

1R, BHEICLY, VAI-RIPA M 2ED, R-BAROFE B, ~¥— FOBERE(L.
YRIZEFHE, VA7 ar ba—nL) > TWANEPERIET S,
ISO 13485:2003: 7.1. 7.3

2BHTTERACONTER LTV ALBES L a— L, MEEEORAGELSST 501+
HREBEBRT S, MBI IEsONAICESEEDYES,

BINEHEIZIT, ROLHI>BRLONHD :
<BBDY R

- EEXUIBE Ao RE

cBREOEE (BRFOLDOAEE L)

BEIVSTONIEERVA V¥ T A AE D, BEF - BRIEEIL BT 5 7-DIBR LI
WOk AR EHES L Ca—T B, » |
ISO 13485:2003: 7.3.1 '

4R LT WA R LT, RE - BREROFESHLS L, BASN TSI %
REET 5.
ISO 13485:2003: 7.3.1

June 28, 2006 - Page 14 0of 29

—182—



Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device Manufacturers
Part 2: Regulatory Auditing Strategy
GHTF/SG4/N30R20:2006 — Study Group 4 — Final Document

SREAMNEDAL Ty FHRBLEN, TANBEED, e, HERUVREMOEREH, AR,
E%éﬂéﬂﬁ%ﬁ$ﬁ&0 + BARICRAI Rig £ DLDOERFEZF > T\ 5 Z & 2T
T3, ' ‘ o

ISO 13485:2003: 7.2.1, 7.3.2

6.5%%H - BERMNOLDT U Ty "3, BE~DA Ty POERFEEZBH -LTNDZ &%%‘
T 501, ERBBOEEEZ L Ea2—T 5, Eﬁﬁ%@ﬁﬁ&%uhﬂbrxﬁx&

PHLDT U My FBRRARBICEN TS Z L ZREET D,
ISO 13485:2003: 7.3.3

73 BRIt R 22 BLTY R IR AV MEBBRES N, E&h, VAI/ZE
BEENELIN, FNNEENTWERZLERIETS, HHLWEIREY A7 ¥FHEN. &
UIREE. BEGEINTWBZLE2RIATS B, oY 7, y—ERAXE. BaE
RE) .

ISO 13485:2003: 7.1, 7.3.5

H:URAIZARERHEEL, LEREE. BB A IVBBESRTVDS Z L ZRIET H72HIT,
Y7V AT LEEETILERDHDIH LR,

8RO T UMMKRD T —F M, ABENLRIMEESNZIEAXTARICHT 2 ERERE
WL TWARZEEZRLTWA I E2RIET S,
ISO 13485:2003: 7.3.6

0.E L HIE DB TR LT\ 55 . BRI R O ERISE 0% 21 B MR O FEE 22
i ST - b AR B, |
ISO 13485:2003: 7.3.6

- BE  FDAIX. BRI AV M AT LAOEERTIIRL, ZOBHDOT=DITFELL. ¥
RARBEROPTHEARRL L a—L, BT 3,

10.EFTEERY 7 M 2T5S0HE. FOV 7 Mo THRERBEBORE - EBROZUMERD
—8z o TWZ L ZRIET D,
ISO 13485:2003: 7.3.1. 7.3.6

MBHEENSTHEIN., RIEEN, XTBEYREES, FUMRERN TN, BRHEFICHAL
ZEERKREET B, = :
ISO 13485:2003: 7.1, 7.3.5, 7.3.7

2DV 2 —NEREINT-Z L ERIET S,
ISO 13485:2003: 7.3.1. 7.3.4

BB EFIC o, LIBTICRE S AR S A MEIT T B HBAL Ea—Sh, TORED
SRS ST D = b A RIET B,
1SO 13485:2003: 7.3.7 ‘

AR HPEECBECBESNILPENEHET B,
ISO 13485:2003: 7.3.1

HRULBFECESNT, Bt AR F7URT AOBY S EFMET 5,

June 28, 2006 " Page 15 of 29

—183—



