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This document shall be read in conjunction with
ISO/IEC 17011:2017. All clauses of ISO/IEC
17011:2017 continue to apply and this document
provides additional criteria to that standard. This
mandatory document is exclusively for accreditation
of bodies certifying to ISO 13485.

p 1)

ISO/IEC 17011:2017 is an International Standard
that sets out the requirements for bodies operating

accreditation systems for Conformity Assessment
Bodies(CABs).

The objective of this document is to enable ABs to
harmonize their application of ISO/IEC 17011:2017
for the accreditation of bodies providing audit and
certification to 1SO 13485.

This document provides normative criteria on the
application of ISO/IEC 17011:2017 for the
accreditation of bodies providing audit and
certification of organization’s management system
to ISO 13485.

This document follows the structure of ISO/IEC
17011:2017. IAF normative criteria are identified
by the letters “MD” followed with a reference
number that incorporates the related requirements
clause in ISO/IEC 17011:2017. In all cases a
reference in the text of this document to "clause
XXX" refers to a clause in ISO/IEC 17011:2017
unless otherwise specified.

SEES

This document further specifies normative criteria
for ABs assessing and accrediting CABs which
provide audit and certification to ISO 13485, in
addition to the requirements contained with ISO/IEC
17011:2017. It is also appropriate as a
requirements document for the peer evaluation
process for the IAF Multilateral Recognition
Arrangement (MLA) among ABs.
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For-the-purposes of this document, the normative
references given in ISO/IEC 17011:2017 and the
following apply. For dated references, only the
edition cited applies. For undated references, the
latest edition of the referenced document (including
any amendments) applies.

ISO/IEC 17011:2017 Conformity Assessment
Requirements for ABs accrediting conformity
assessment bodies.

I1SO 13485 Medical devices — Quality management
systems — Requirements for regulatory purposes

80{2] F<

Regulatory Authority
A government agency or other entity that exercises
a legal right to control the use or sale of medical

MD 3.1

oI=0je] ISO/IEC 17011:2017 HE

&g 9510] ISO/IEC 17011:2017 9] ¢!
olgfo] QlgRFEE0] HEHD) HAALET}
mhto] Hgwrh ZAMETE B|EA

1o
deole FNEEEA Zehe A8t

o] £l B

Ry

ISO/IEC 17011:2017 Zg&E7}
7)ol thet QFEAKE
ISO 13485 9|77]7]
QTFARS

wHIg=

R HolA ALE B diEE Q5rI7IE #Esk] fls6tol

o M

devices within its jurisdiction, and may take TRl HSFS FAkIA, AIEEI JAe F71717F HEQL
enforcement action to ensure that medical device QIJAISIS FLEIEE RX|S 4+ = ARV == Vg
products marketed within its jurisdiction comply 713
with legal requirements. =
NOTE Within the European Medical Devices H|11 —SHIT7)7|HAA = QoA Host #AE=ZES
Regulation the Regulatory Authority as Competent Authority 2 £ 2r}
defined above is titled - Competent
Authority.
ol o)
Ut QAR
4.1 Legalentity HOIX|
No additional requirements for ISO 13485. ISO 13485 0] et 7} QAR |lE.
4.2 Accreditation agreement QPEAI2t
No additional requirements for ISO 13485. ISO 13485 of] thet 71 QAR §l&.
4.3 Use of accreditation symbols and other OIZIALAI Ol oI} AR

claims of accreditation

No additional requirements for ISO 13485.
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:

4.4 \mpartiality requirements gd 9kt

0

MD 4.4.5 Interested parties may include manufacturers or OJS]ZAIRF= REAF B MTAF T,

=

o
manufacturer associations, CABs, non- - gk we 7} &, 787 AF2AE 28k & Qo)
governmental organizations (NGOs), Regulatory

Authorities or other organizations and users.

4.5 Financing and liability WS R e

No additional requirements for ISO 13485. ISO 13485 0] TSt =71 QAN Qls.
4.6 Establishing accreditation schemes QLEAZ I

No additional requirements for ISO 13485. ISO 13485 0] Theh F71 Q7AKS Ql=.

XX QPN

No additional requirements for ISO 13485. ISO 13485 0] TSt F71 QLTFALE Qls.

(] e
XI2 QA
6.1 Competence of personnel Qlalo| x4
MD 6.1.2 Normative Annex 2 specifies the type of knowledge EZ£M 2 o= Q1F7]30] EF HE71s0] tielo] &350k &
1zcmd tgkﬂls that the AB shall define for specific /—\] Alat AZ]o] ©3J0] WAL o] 9Tk
unctions.

6.2 Personnelinvolved in the accreditation oI I ZA|AO]| ZHOSH= I

process

No additional requirements for ISO 13485. ISO 13485 0] TSt =71 QAN Qls.
6.3 Personnel records QIRdoj CHfst 015

No additional requirements for 1SO 13485, ISO 13485 0f TSt 71 QTANE QIS
6.4 Outsourcing oAz

No additional requirements for ISO 13485. ISO 13485 0] TSt =71 QTANE QIS
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vl ZEAHA eFAR

EHAYAAE ol=0f2| ISO/IEC 17011:2017 H&

7.1 Accreditation requirements Qg S AL
No additional requirements for ISO 13485. ISO 13485 0f gt 71 QFANE Y&,
7.2 Application for accreditation Qrg4Py
No additional requirements for ISO 13485. ISO 13485 0f gt 71 QFANE Y&,
7.3 Resource review AeHE
No additional requirements for ISO 13485. ISO 13485 0] T|gt =71 QFALS Qle.
7.4 Preparation for assessment ot =H|
MD 7.4.5 In the case of initial assessment, the samples for F|ZQAH7I0] 2L A& Q] g|Ad BF A7 2/T=
wi.tr}essingV th~a1}11dits~ 1s{hail ir%‘clugev oln/i aucﬁt EEMNAS ZQE(: Hy = HIE ol AJHANE
minimum in a higher risk class Technical Areas in = = .
Sa3=10] Ol AMZglol OO S 7
each Main Technical Area (shown in Annex 1) aldstol, gslE slet dSgol= AdEelol wetE= A
| = < =
covered under the scope of accreditation, taking iy ZISEOHESAM 10] BAD) HolN § £ glad 559
into account an appropriate national or international 7| Eolo] thsr AA} F4 13 EgE 0oF sl
risk classification scheme and/or criticality of the
process (e.g. Sterilization or Parts or Service).
When developing a witnessing schedule, the AB B & QA3lAEES ys 1 Y3 AAEES gelstst] Yst
should coniid}elr, Cimong other gacftors, the Lgo] gslog 0157|130l S} 0JA9] O]E7]7] TRIAZ
experience of the CAB e.g. recognized for one or S Zolw o . -
more medical device regulatory scheme(s), in an Hisl SALAU=AIE ofe] M9l & SHHQE AesHof
effort to rationalize the witnessing schedule. ST} THIEA QI :H'Xﬂ/\ 9] of= ofefe} 2Tk
Examples of typical regulatory schemes are: i. (EU) 2017/745/746 - S8 957)17]+8WMDR) /
i g:U) 1 2t017/745/746 - European MDR/IVDR FRErE 7171 7RI IVDR)
egulations .. =
i. ASEAN Medical Device Directive (AMDD) ii. ASEAN ©|5717] X&/(AMDD)
iii. National Medical Regulations that utilize I1SO iii. ISO 13485 & &&5l= =7} 9% Al
13485
7.5 Review of documented information =MelE HHo| HE
No additional requirements for 1SO 13485, ISO 13485 of thgt =7 QFAKE QIS
7.6 Assessment oot
7.6.4.1 Prior to or during the assessment, the assessment H7} A &= Yl &, G7IEES Q57|H0] A5t AIXAE
team shall appraise publicly available information
pprase bR ME 510 QEE IS0 13485 QEAIQ] 71&E0F UolA 98

published by a sample of the certification body’s
certified manufacturers, including but not limited to
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websites, that advertise or otherwise promote the
medical devices within the technical category that
accredited ISO 13485 certification(s) have been
issued for.

71718 FastAL
Z7}otoloF

Al Bt

SHolk=s FNECE B 7hstt dHE

ST} o710l @ANOIEZL 2SfE LY, Ol =5t

7.6.4.2 The appraisal shall be utilized during the on-site SIEE7} &= =t Hrle AAF HIIA] 2 ISO 13485 QISA]
assessment activities to consider whether the e _
T 7] ot EA W o S BE=) S
technologies, intended purpose(s) and A 71&d 71§, 9&d =4 ’ Q5770 et 2577t S
classification(s) of the medical devices as FHoOz R 7158t AHOA &0 7158 AHQF ARGR=A]
ascertained in audit reports and ISO 13485 = - o= = _
certificates is consistent with the details of these = a2st7] flsil ARSE|ojof Sttt
ascertained from the publicly available information.
7.7 Accreditation decision-making HEE
No additional requirements for ISO 13485. ISO 13485 of tst =71 QFAREE QlS.
7.8 Accreditation information pAcs el
MD 7.8.3 The accreditation certificate shall indicate the scope  QUAA 0= H&A] 1 “QIAHQ) 0] #A%E 7&E0oS WslshA

of accreditation which should clearly specify the
Technical Areas as defined in Annex 1 — Scope of
Accreditation.

24 1
CIEHRIE FAlSHOF ST

Al

7.9 Accreditation cycle QPH=I|
MD 7.9.3 Surveillance and reassessment shall include on-site AFSEZ|H71Q} AAETI0= AFRAEVIR Q5|71 ZghE|ojok

7.10

assessment as well as witnessing

The surveillance office assessments and witness
assessment(s), unless required by regulations, shall
be conducted at least once a year.

The witnessing program shall ensure, as a minimum,
that one audit from each of the Main Technical
Areas (shown in Annex 1) under the scope of
accreditation within an accreditation cycle
(surveillances and/or reassessment) is conducted
prior to the expiry of accreditation. The sampling
for witnessing shall give priority to higher risk
technical areas.

Witness assessments should avoid the repeated
witnessing of the same CAB client organization. The
AB shall take into account previous results of
witnessing to establish its witness strategy.

Extending accreditation

No additional requirements for ISO 13485.

A ARAEY B ASIEIRe, FHON aTeh 2k
8, 245 1d0] 13] AAIE|ojoF S,
Qo]

TEE7] o)l

]
ol (AFs 2] d aguglel 7
SAZISHOKESA 1 of BANER HAS Shio] UAE
JEiEe wasior i Qslg 9 Aol we
BlAT9] 7lEHolE SUFOR MEUSI0I0} STk

WEE A

o

BES

YslE7t= CAB 9o ST AERZ| gHEAoR Yslshe
Z1g dlsioF & ZIolth KAB = iz g m ol
]9 ZiHE 1lTishof oItk

ISO 13485 0] TSt 71 QAN Qls.
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Suspending, withdrawing or reducing olxio| Mx ol A
7.11 accreditation RIgo] BXI, F R =2

No additional requirements for ISO 13485. ISO 13485 ol gt 7} QFANS g,
7.12 Complaints =7t

No additional requirements for ISO 13485. ISO 13485 ol gt 7} QFANS g,
7.13 Appeals ojelx2|

No additional requirements for ISO 13485. ISO 13485 of] gt 7} QFANS g,
7 14 Eggci)ersds on conformity assessment HSHITI | (o] Chst 7|2

MD 7.14.1 Records on the CAB shall include concerns, opinions Q157130 thgt 7|2ols AFH O Ssl= A5
andt;fleedba;?k receivedfficl)lm aé AR;gulaiory' Autthoiiﬁy At 8] FAEZORRE Qo @Ak,
on the performance of the pertaining to the o o) wrorioior sict

scope of accreditation.

B 27N
8.1 Confidential information 1Y B

No additional requirements for ISO 13485. ISO 13485 0f tist =71 QAN |ls.
8.2 Publicly available information M HE

No additional requirements for ISO 13485. ISO 13485 0f TSt =71 QLTANE |IS.

AUAAR Q7R

9.1 General U kAFst
No additional requirements for 1SO 13485. ISO 134850 thst =71 QTALE s,
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9.2 Management system FGAAH

No additional requirements for ISO 13485. ISO 13485 ol gt 7} QFANS g,

9.3 Document control =AEz|

No additional requirements for ISO 13485. ISO 13485 0] tigt =71 QAL e,
9.4 Records control 2|58z

No additional requirements for ISO 13485. ISO 13485 0] t)gt =71 QFALE .
9.5 Nonconformities and corrective actions X% 3 APIEX|

No additional requirements for ISO 13485. ISO 13485 of gt 71 QFANE &,
9.6 Improvement It

No additional requirements for ISO 13485. ISO 13485 of THSF =71 QFAKE Qls.
9.7 Internal audits LHELRIAL

No additional requirements for ISO 13485. ISO 13485 0] ThSh 71 Q7AKSE Ql=.
9.8 Management reviews JYEE

MD 9.8.2 Feedback from interested parties of clause 9.8.2¢e) 9.8.2 e)2] ‘OJGILUARIZEE Q] u|EW o= HAYZOZHE]

shall include any feedback received from Regulatory He e gjtuo] ZakEo]of sh}
. L — 1 sy .
Authorities.

MD 9.8.3 Interested parties of clause 9.8.3 b) shall include 9.8.3 b)Q] ‘O|g]AARF o= FA|E=0] S| 0joF S}
Regulatory Authorities.

End of IAF Mandatory Document for the 2.
Application of ISO/IEC 17011:2017 in ISO
13485.
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Annex 1
Important Note for the application of the Ho| M2 95t =0 XAt

Tables:

The accreditation certificate issued by the AB
should use only the Main Technical Areas and
Technical Areas listed below. When using technical
areas other than specified below as scope of
accreditation, the CAB shall provide a detailed
description of the technical area, e.g. with a list of
medical devices and include their risk classification
to the AB.

Main Technical Areas in Table 1.1 - 1.6 are

applicable to finished medical devices.

Where the CAB applies for a scope of Accreditation
for a technical area that has “other than specified
above” in the description of technical area, the CAB
shall provide a list of medical devices and include
their risk classification to the AB.

The information provided shall also include a
concise statement of the intended purpose of the
medical device.

The technical area “Other than specified” may only
be used when no other category is applicable. Risk
classification of Medical Devices should be
determined using appropriate regulatory sources.
Examples include:

i. Medical Devices

GHTF/SG1/N77:2012

ii. (EU) 2017/745 Annex VIII Classification Rules
iii. National Classification Regulations

Classification

NOTE A finished medical device is defined as any
device or accessory to any medical device
that is suitable for use or capable of
functioning, whether or not it is packaged,
labeled, or sterilized.

Where the CAB is seeking accreditation for a scope,
which includes nonmanufacturing activities or
manufacturing of parts which are not categorized or
clearly associated with a finished medical device,
Table 1.7 shall be used for scoping.

In addition to the scope of a medical device as
specified in 1SO 13485, the certification body’s
choice to consider the goods or services as a medical
device must be supported by official Guidelines or
Specifications issued by a Regulatory Authority.
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Table 1.1 Non-active medical devices

Y Jl=2of JleEof Jl&E0ke] HE FtEna|

Main Technical Areas Technical Areas Product Categories Covered by the Technical Areas

+54] 9|=27)7)| 454 Hlo]AlY Ut 0|20 | 454 OR, 82 % WSA=S I

Non-active Medical | General non-active, non-implantable | Non-active dewces for anaesthesia, emergency and intensive care
Devices medical devices +54 FAL FY, £ Y EME 07|

Non-active devices for injection, infusion, transfusion and dialysis
54 ¥ 9 7ls3)=g JP)|

Non-active orthopedic and rehabilitation devices

+84 5052 %= =17

Non-active medical devices with measuring function

+S4 Aatg 17|

Non-active ophthalmologic devices

$54 7)7

Non-active instruments

oYg 2=7|7|

Contraceptive medical devices

+84 MEAS, HH, EFE Q=17

Non-active medical devices for disinfecting, cleaning, rinsing
+&4 HelaE U BX MAD|1E8 7P

Non-active devices for in vitro fertilisation (IVF) and assisted
reproductive technologies (ART)

54 438 2|77P|

Non-active medical devices for ingestion

IX >S: Ix
54 Ugae 54 NEng UzEe
Non-active implants Non-active cardiovascular implants

454 YL Az
Non-active orthopedic implants
54 7|54 dEuE

Non-active functional implants
£E4 XX QZAE
Non-active soft tissue implants

X XI2g 219| St o EXE =31

Devices for wound care Bandages and wound dressings
S3nz Y U

Suture material and clamps

JIEL AX X2 2l=7|7|

Other medical devices for wound care

+S4 X 7P| U BREE +&4 X2t 7121/8H] ” 01+
Non-active dental devices and Non-active dental devices/equipment and instruments
accessories X2 =

Dental materials
X|atg YZae
Dental implants

471 ol2le] = 4] 27|
Non-active medical devices other | -
than specified above

H12 TSAH|0]AA) =717
Table 1.2 Active (non-implantable) medical devices

iy JlsEok JlEeE0k Jl&E0re| HE FtEna
Main Technical Areas Technical Areas Product Categories Covered by the Technical Areas
HEA o|2)7)| HE4| it o|=27|7] el F¢ ¥ BHgng I|7)
(H]ojAlH) General active medical devices Devices for extra corporal circulation, infusion and haemopheresis
Active Medical SEI17], DYMHE TESH MAX|RI], SUOFE 77
Devices(Non- Respiratory devices, devices including hyperbaric chambers for oxygen
implantable) therapy, inhalation anaesthesia

=3 % g 2190

Devices for stimulation or inhibition
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Active surgical devices

HE4 okatg 7P|

Active ophthalmologic devices

HSA X2Hg 217]

Active dental devices

HEA MHAE U BFG 7P|

Active devices for disinfection and sterilization

HEA| MEDPD| Y HEA BEE

Active rehabilitation devices and active prostheses
US4 Xt AMFX| 2 248 217

Active devices for patient positioning and transport
HEA Hol4d U BE MAPD|Eg 77|

Active devices for in vitro fertilisation (IVF) and assisted
reproductive technologies (ART)

9|R7|7| &H AZESL0E TSt ATEL0f
Software, including software design for medical devices
9|28 JJAZE AAY Y 1 RE

Medical gas supply systems and parts thereof

o[o|x|g 217
Devices for imaging

Ha| YAMIS o|8st 77

Devices utilizing ionizing radiation
H|H2| ARME 0|83t 7|7
Devices utilizing non-ionizing radiation

SLE-E 2171
Monitoring devices

S| 42 AR ZLE™ 27
Monitoring devices of non-vital physiological parameters
8% YHAY RLEZ J)7]|

Monitoring devices of vital physiological parameters

YA 3 A X2g 717
Devices for radiation therapy and
thermo therapy

Ha| gAdS 0183t 717

Devices utilizing ionizing radiation

2| WARAS 018% J17]

Devices utilizing non-ionizing radiation

ax=2 3 XHH2E 9|7

Devices for hyperthermia / hypothermia

HQ| A0t X2E 17| (M=)

Devices for (extracorporal) shock-wave therapy (lithotripsy)

47| 0l2|2] HEA|(H|0|AH)
o|&7|7|

Active (non-implantable) medical
devices other than specified above

H13

TS 0IAE 2|=0)7]

Table 1.3 Active implantable medical devices

Al J|&2of
Main Technical Areas

I|=20}
Technical Areas

Jl&E0re] HE FtEna
Product Categories Covered by the Technical Areas

HEA 0|4y
9|&7|7]
Active Implantable
Medical Devices

0!

HEA ojAlg Yyt 0|27
General active implantable medical
devices

HSA o|A X2/2ARIE 22717

Active implantable medical devices for stimulation / inhibition

TEA 0|AY ofF T VIE 2R HEE 2RI

Active implantable medical devices delivering drugs or other substances
HEA o|AY |2t 7152 M| = Ch83h= 2|=007)

Active implantable medical devices substituting or replacing organ
functions

42| olele] 0]A41E 2|=7|7|
Implantable medical devices other
than specified above
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Table 1.4

S 7|z Eop
Main Technical Areas

Hie|xicka o|27)7]

—-L-O

In vitro diagnostic medical device

Jl&20f
Technical Areas

(e, QI K| AMIE]
\\Q‘ABHI o
2 //// Korea Accreditation Board

Jle2oke| MiE FHE|nz2|
Product Categories Covered by the Technical Areas

HelTITHE 2o=2(7]
In Vitro Diagnostic
Medical Devices (IVD)

CHES 91 Al A AIYAIE, 10| ¥ H2SE:
Reagents and reagent products, calibrators and control
materials for:

atstel

Clinical Chemistry

EREEIEREY

Immunochemistry (Immunology)

olist/ x|t /piofgons

Haematology/Haemostasis/Immunohematology

o d=st

Microbiology

2 nojst

Infectious Immunology

RxJ8/H B3}

Histology/Cytology

QHH A

Genetic Testing

Helzthe 717 o AZEQof
In Vitro Diagnostic Instruments and software

42| oj2le] MIITITHE 2|2 Y]]
IVD medical devices other than specified above

H15

ol=7 7| By

Table 1.5 Sterilization methods for medical devices

Al Jj@op
Main Technical Areas

7|=E20f
Technical Areas

Jls20re XMIF FtE|2|
Product Categories Covered by the Technical Areas

o|7|7| W
Sterilization Method for
Medical Devices

ORHZAL0|E JtA HA
Ethylene oxide gas sterilization (EOG)

204
=

Moist heat

EEYE
Aseptic processing

YA B0l 2ok, AAM, M)

Radiation sterilization (e.g. gamma, x-ray, electron beam)

M2 37| f ZEYHBIE B2
Low temperature steam and formaldehyde sterilization

2N o B3
Thermic sterilization with dry heat

isles B
Sterilization with hydrogen peroxide.

47| ojele] BAYH
Sterilization method other than specified above
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Table 1.6 Devices incorporating/utilizing specific substance/technologies

S 7|z Eop
Main Technical Areas

Jl&20f
Technical Areas

Jle2oke| MiE FHE|nz2|
Product Categories Covered by the Technical Areas

32T Jlag
Z8/28%t 2270
Devices
incorporating/utilizing
specific substances/
technologies

o2& =SHS I o= 717
Medical devices incorporating medicinal substances

S=R =2 28 2=7|7|
Medical devices utilizing tissues of animal origin

oIZkgoo| QEXIE E2rdt 2|77

=== -

Medical devices incorporating derivates of human blood

[ by

Olo|3A=HPH-|AS 283 227)7]
Medical devices utilizing micromechanics

LI 2RSS &83% o277
Medical devices utilizing nanomaterials

MEshy 2y 35 9/Es 20|, Moz
EE X2 Z2EE A2 T8 9B
Medical devices utilizing biological active coatings and/or

materials or being wholly or mainly absorbed

7] o|2le] SHER/7|1&/4E X8 L= EED

o|=7|7|

[

Medical devices incorporating or utilizing specific -

substances/technologies/elements, other than specified

above

H17

HE gl MHjA

Table 1.7 Parts and services

Subassemblies

e Jl=Zok |20k Jl=20fe| AIE 2HE|Z

Main Technical Areas Technical Areas Product Categories Covered by the Technical Areas

B2E 9 My|A = Yz, EEtAE], Fxi, M2t

Parts or services Raw material Raw metals, plastic, wood, ceramic
1EE I YT, DFEX|, dYE Hxi=, 717 o13E s, SYE E2tAE
Components Electrical components, fasteners, shaped raw materials, machined raw materials

and molded plastic

MEojE2| HAIEH 9/ SHAX[AMo] 2ot HXPH M=, JAIH

Meopdga|
Electronic subassemblies mechanical subassemblies, made to drawings and/or
work instructions

2 M|2 A, BF L AHNHIE HS/HASHE Mu|2
Calibration services* Verification/confirmation services for measuring instruments, tools or test fixtures
/S MHA o= 7|70l cht HE HNIZX[7} OfL|HA, 2=7|7|18 XT U iEsH=

Distribution services

Distributors providing storage and delivery of medical devices, not acting as a ‘legal
manufacturer’ for medical devices

LI R LIES
Maintenance services

HI| = J|A| 2| MH|A, A[EEA
ESD X%t Al%]

Electrical or mechanical repair services, facility cleaning and maintenance services,
uniform cleaning and testing of ESD smocks.

U QHlEA MHIA, SUIS HE

—

2% Mula
Transportation services

S [« 73
UtEol E3, B, BUTZ SEMHIA

Trucking, shipping, air transportation service in general

J|E} AH|A
Other services

O|27|7|, ZFYAMH|A Saf 2HE AHLR MH|A
Consulting services related to medical devices, packaging services, etc.

* MHEMHAE H|2st= ZZI2 |SO/IEC 17025 0f|

w2t QY E|ofof & oot

Organizations providing calibration services should be accredited to ISO/IEC 17025.
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NOTE

As for “Components, Subassemblies,
Maintenance services, Other services
(Consulting services related to medical
devices)” listed in Main Technical Areas
Table 1.7; the CAB shall be required to
have accreditation of the scope of the
technical areas listed in Table 1.1 - 1.6,
when the degree of influence of an
organization’s parts or service are clearly
intended to support medical devices (e.g.
fasteners marketed with a clear intent to
support implanted medical devices) or
instances of contract manufacturers
making nearly complete medical devices.

H|Z

) Sh= QP K| A IE

Korea Accreditation Board

2 1.7 33 7IgRol ZgE FIE, ABoHED,

FAES  AHIA, 7B AEIAQIEZ)7I SE
AEE AHIY)0 TisiA A9 BE B AHIATL
Jdeke HiAle gkt GshA ABrIPIE Hekshs
=hg 7 el oklE gsrIE Heske
71801 dEelA BHEE FHEEA) EE= A9
dAEl Tk ABRIIIE didtke AR
Aoks she 4% Agd@rpiEe & 1.1-1.600

oIRIS

rro=

GAlE 7IEEoF Helol thallA]
QTEIC

BRE 20|
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Annex 2

The following table specifies the type of knowledge
and skKills that AB shall define for specific functions.

d 71sol distol Eslor

ol

IS
Accreditation functions

X|Aap A
Knowledge and skills

MHLE
Application
review

=MEE
Document
review

assessment
team

Y3k
ot
Witness
assessment
team

o
=]

I Eot
HAN
HE o
oIy Ay
Reviewing
assessment
reports
and
making
accreditation
decisions

o2
22|

program

ETAIAHO| 9% U Mg
Principles and applications of quality systems
HEE|= IMDRF SG4 Y SG3 2A12| 0|3}
Understanding of applicable GHTF SG4 and SG3
documents. (Being maintained by IMDRF)

(@)

ISO 13485 of Cist ofsH
Understanding of ISO 13485

o|2717| MEX}e} ZHEAE]
QILAFEto| izt ofsh
Understanding of general regulatory requirements
relevant to medical device manufacturers.

b0l %

ol&717]2| 48, o=F 8F, oF 9 A3
Overview of medical devices, their intended use,
safety and risks

A QFART O T % AMETS| St
TS HE A

The legal framework, including the regulatory
requirements, their enforcement, and the role of the
auditing organization

OI=AIALEl T} 0|==;-4x1x|-0|| Lot MAMS
Z2%F5Po| fIet 215718 S20|AUES HIF,
maAA o =0 CiEt HE

Information on CAB's client products, processes and
organization to determine competence needed by
the audit team and for the certification decision

W TN Was HANS 2D
olst 57(2te| ZRAHIA B ZXof Cifgt Hi
Information on CAB's processes and organization to
determine competence needed by the assessment
team and for the accreditation decision

oI=7|2t Sajo|HES| XE, Z2HA Y
ZZ0|| T3t ofH

Understanding CAB's client’s products, processes
and organization

oIZ7|Rto| EmZM|ATL IAFISO 13485 A
X|gl57|0f| MHSICH= HE oIt 53

Ig
o=
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o'y SHR | 2NIES

_/% Korea Accreditation Board

m-'

Ability to confirm that the CAB's processes are
appropriate to support IAF ISO 13485 scheme.

QISoo| EH T2 B HIFES 1250 ) ) o)
HZYHME 21Sst710f HASHX] TS 52
Ability to confirm that the CAB is competent to
conduct a certification of the manufacturers, taking

into account the processes and products involved.

QTEIE QHAUAL A2 BHSHE 5 o
Ability to determine required appropriate duration
of assessment.

=284, 2lg, o=fl 8 9 2|23 ERE @) o)
3 o|R7)712] Al™

Identification of medical devices including
complexities, technologies, intended use and risk

classifications.
olgAlAtelel MY U QPARS LiEY o

Deployment of assessor competences and
requirements

FH| $A0IM 2152 Q7= o=7)7)| 0 o
RZUHE 9fst ol= m= 2o ojske OjX|=
Q912 AlMsta HWofsts X[Al

Knowledge on identifying and evaluating factors
that impact an appropriate certification program for
a medical device manufacturer seeking certification
in a regulatory environment.

QFYE Q1F7|2e| YFYatol CHSt ofsh o} o} o) o}
Understanding of work performed at an accredited

CAB.

ISO 13485 AZE 28t KAB-AR-MD EA{0f| o} o o) o o o

CHst ofef
Understanding of IAF Mandatory Documents for ISO
13485 scheme

KAB-R-MSCB 0j| Cist of} o © o © ©
Understanding of ISO/IEC 17021-1

H|Z 1: o2t &S0 CHSt Oshe| £F2 HAMEO Ciet 2HCt %S o= ofYEct.
NOTE 1: It is expected that the level of understanding for this activity would be less than that of an assessment team.
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