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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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Forthe 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 accreditation bodies accrediting
conformity assessment bodies.

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

gofe] el

Regulatory Authority

A government agency or other entity that exercises
a legal right to control the use or sale of medical
devices within its jurisdiction, and may take
enforcement action to ensure that medical device
products marketed within its jurisdiction comply
with legal requirements.

NOTE Within the European Medical Devices
Regulation the Regulatory Authority as
defined above is titled - Competent
Authority.

MD 3.1

Ut QAR

ol=0f2] 1ISO/IEC 17011:2017

pK=3
o

0] BAle] BAlS Q1510] ISO/IEC 17011:2017 9] QI&HFE1}
o] QlgEFE0] HEHL) WAATI BUH AP g
o] HEHErE WHALEy BUEA Ze EnFE9
Aol FelTHEARe 2ehe H &8sttt

ISO/IEC 17011:2017 HFEB7} -
710l tigt @ AN

ISO 13485 9|57]7] - FHEFAINE - A =55 ¢l
QAR

RGBT QA

AL
BRI AL 2 Bl oErVIE BElE] st
WEQl BES WAL ASEL Q= ol 77k W

QPAYE EFEES TR 4 Ut WY w2 U
7\a
BT SRUIRIVIFENE YoM FoE TSRS

Competent Authority & F2C}

4.1 Legal entity HOIH|

No additional requirements for 1SO 13485, ISO 13485 0f ThSE F71 QFANE QIE.
4.2 Accreditation agreement QA2

No additional requirements for 1SO 13485. ISO 13485 of thsh =7} QAKE QIS.
4.3 Use of accreditation symbols and other OIFAIA Tl oIXO}a AR

claims of accreditation

No additional requirements for ISO 13485.
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4.4 \mpartiality requirements gd 9k

0

MD 4.4.5 Interested parties may include manufacturers or O|S]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 AP S AR

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

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

XX QTN

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

XIg QA

6.1 Competence of personnel ol1glo| Zzi/d
MD 6.1.2 Normative Annex 2 specifies the type of knowledge HzZM 2 o= Q1&7|H0] EX PE7|s0] st &8 ok g
and skills that the AB shall define for specific /—\] Alat AZ]o] ©3J0] WAL o] 9Tk

functions.

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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ol

(B

Z02| ISO/IEC 17011:2017 H&

7.1 Accreditation requirements Qe QAL
No additional requirements for 1SO 13485. ISO 13485 0] TSt =71 QAN Qls.
7.2 Application for accreditation LIS
No additional requirements for 1SO 13485. ISO 13485 0] TSt =71 QTANE Qls.
7.3 Resource review XeHE
No additional requirements for 1SO 13485, ISO 13485 0] TSt =71 QAN Qls.
7.4 Preparation for assessment Hot =H|
MD 7.4.5 In the case of initial assessment, the samples for F|FQARHIIO] AL AETH ZUQ| 2|43 EF A7 W/E=
Wi.tr'lessingv th~aidits~ 1s{hail irrlrclul(lie' olnje;r au@it TEAAS EQEO]: HWRE Fe= HE = HHAE
minimum in a higher risk class Technical Areas in _ S SEL ot
each Main Technical Area (shown in Annex 1) -Loiorol W2IE fIeh MEEdl= & xptele 2
= A<
covered under the scope of accreditation, taking 20 71EROHEEA 10] HAD) WolMd O & glad 539
into account an appropriate national or international 71=2o0] thst AAE H4 13 E8HE|ojof sitt.
risk classification scheme and/or criticality of the
process (e.g. Sterilization or Parts or Service).
When developing a witnessing schedule, the AB KAB £ Q3|AES £8g 1 A3 AA=EE &gkl Y5t
should consider, among ofber _factors, the y.elo] glgtom QIEylaol St OS] /1Y) AL
experience of the e.g. recognized for one or [ o] = SO -
more medical device regulatory scheme(s), in an %HOH O‘_—]E]”’“— IE ol KRl M= dHshor
effort to rationalize the witnessing schedule. SITE THEAQ!I #AIAZIO] of = of2fet ZTh
Examples of typical regulatory schemes are: i. (EU) 2017/745/746 - S¥H  9g577|+&AMDR)  /
i. (EU) 2917/745/746 - European MDR/IVDR FQRITIE 7]7)74R] (IVDR)
Regulations B o =1
ii. ASEAN Medical Device Directive (AMDD) ii. ASEAN 9|=7]7] AIZ(AMDD)
iii. National Medical Regulations that utilize ISO iii. ISO 13485 & &&3sl= =7} 97 A
13485
7.5 Review of documented information =AMelE HHo| HE
No additional requirements for 1SO 13485, ISO 13485 0f TSt 71 QTANE QIS
7.6 Assessment ot
7.6.4.1 Prior to or during the assessment, the assessment W7} A E= 7} &, Hr/HEHE A57|H0| QST AXAIE
team shall appraise publicly available information - e
pprase pEbIeY MEZ 5107 QIEE IS0 13485 Q1ZA19] ]SO0k LolA 92

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

g BasL

SHok= INECE H 7hstt dHE

HI}E 5 v o9 E7l mal 5
accredited 1SO 13485 certification(s) have been BIISI0f0F ettt 017]ol= fAOIETE 2RtEL, Ojof] =Tl
issued for. A L=t

7.6.4.2 The appraisal shall be utilized during assessment W7} = S0t H7l= AAF E0A] 2 1SO 13485 QISA]0
activities to consider whether the technologies, N N U B
intended purpose(s) and classification(s) of the 7 g 7IE, e 54 B ogr7o) tiet 277t SAEC
medical devices as ascertained in audit reports and 2 F2 7150 AROJA 8101 715t AR AR EI=RE
ISO 13485 certificates is consistent with the details B ) ~
of these ascertained from the publicly available ©t1oF’| Iall AFEE|OJOF SiTY.
information.
7.7 Accreditation decision-making FdESEEES
No additional requirements for 1SO 13485, ISO 13485 0] ThSh F71 QAN Ql=.
7.8 Accreditation information WFER
MD 7.8.3 The accreditation certificate shall indicate the scope  QUAA = HEA 1 “QIAHL] 0 FA%E 7|SE0FEE WalsHA
of accreditation which should clearly specify the oA OV OZ TAIEIOF BT
Technical Areas as defined in Annex 1 — Scope of [ot0] QIEWRIS EAlaioF BT,
Accreditation.
7.9 Accreditation cycle Q7|
MD 7.9.3 Surveillance and reassessment activities, which may AFEZ2|Z7IQt ZAAIE7E E=0l= 39t AL AEV}
incluFie witnessing and ofﬁcg reyiew, shall include  mshg] 2 Q= o= IXYFY}, YAYI} F= o] E
on-site, remote or a combination of assessment =3tet S akstojor i)

7.10

methods.

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 I1ISO 13485.

AlEde] APRaE7E B Ael87ks, AI0IA Q7R e

&, 245 1ol 13 AAJE0o} Fic,
QFol  urEE]
ol wmlz @ﬁ)
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7.11 Suspending, withdrawing or reducing

accreditation

HAYA|IAH 01502 ISO/IEC 17011:2017 HE

Qrglo| HX), 1A U £4

No additional requirements for ISO 13485.

ISO 13485 0f TSt =71 QTANE QIS

7.12 Complaints =0
No additional requirements for 1SO 13485. ISO 13485 of thst =71 QFAKE RIS,
7.13 Appeals ojelx|7|
No additional requirements for 1SO 13485, ISO 13485 0] TSt =71 QAN Qls.
Records on conformity assessment XstMIo L |Ttoll CHSH 712
7.14 [SCOT Ak dEo 1o o]l Chigt 015
MD 7.14.1 Records on the CAB shall include concerns, opinions  Q1Z&7]3%0 Tt 7|1Z20l= QAHQo] st Q1E7|H9
and feedback received from a Regulatory Authority Ao s FRIGZOZEE Q4st uAE, oA W
on the performance of the CAB pertaining to the _ —_—
HO St °
scope of accreditation. TJEH0] 3BHE|OfOF 2ITT.
B QA
8.1 Confidential information 713 HH
No additional requirements for ISO 13485. ISO 13485 0] tist =71 QAN |ls.
8.2 Publicly available information SN E=
No additional requirements for ISO 13485. ISO 13485 0f tist =71 QTAK §ls.
ENPCE-Ea
9.1 General R EARY

No additional requirements for ISO 13485.
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9.2 Management system FGA A
No additional requirements for ISO 13485. ISO 13485 0] tigt 71 QAN g
9.3 Document control o
No additional requirements for ISO 13485. ISO 13485 0] tigt 71 QAL g
9.4 Records control 2|52z
No additional requirements for ISO 13485. ISO 13485 0] ThSh F71 QAN Qs
9.5 Nonconformities and corrective actions X8 3! APHEX]
No additional requirements for ISO 13485. ISO 13485 0] ThSh F71 QAN Qs
9.6 Improvement I
No additional requirements for ISO 13485. ISO 13485 0] THSh F71 QAN Qs
9.7 Internal audits LHERIAL
No additional requirements for ISO 13485. ISO 13485 0] tist =71 QAN QIs.
9.8 Management reviews JIEE
MD 9.8.2 Feedback from interested parties of clause 9.8.2e) 9.8.2 €)9] ‘OJS|TAARRTRE Q] njEw o= ARIE=ZOZHE
shall in.cl.ude any feedback received from Regulatory ule E p|Tulo] ZakEo]of Sit)
Authorities.
MD 9.8.3 Interested parties of clause 9.8.3 b) shall include 9.8.3 b)Q] ‘Olsj&AX o= FAIE=0] ZFHE]O{oF ST

Regulatory Authorities.

End of IAF Mandatory Document for the
Application of ISO/IEC 17011:2017 in ISO
13485.

ol §
E-
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2) 2=IP| vlgE

2I502] ISO/IEC 17011:2017 HE&

Important Note for the application of the
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 -
applicable to finished medical devices.

1.6 are

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/NT7:2012

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 non-manufacturing 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

S 7|z Eop
Main Technical Areas

NS

Non-active medical devices

Jl&20f
Technical Areas

JlaE2oke| HE e 2|
Product Categories Covered by the Technical Areas

2541 o|27|7|
Non-active Medical
Devices

$54] HojAly Yyt o|=7)7)|
General non-active, non-implantable
medical devices

454 03, 82 % TWZX=S 2P|

Non-active devices for anaesthesia, emergency and intensive care
84 FAL FY, 8 A BHE8 9P

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

Non-active orthopedic and rehabilitation devices

54 29|52 2= 2P|

Non-active medical devices with measuring function

$54 ottg 77|

Non-active ophthalmologic devices

54 7|7

Non-active instruments

oYE 2=7|7|

Contraceptive medical devices

+&4 HELE, N, A28 2RI

Non-active medical devices for disinfecting, cleaning, rinsing
254 Hioldd U BX WAP|2g 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
+S4 YSTE

Non-active implants

SS4 HYAZ UEUE
Non-active cardiovascular implants
454 YL Az
Non-active orthopedic implants
54| 7|54 dEuE
Non-active functional implants

Ix
54| 9ETg U=AE
Non-active soft tissue implants

oA X228 717]
Devices for wound care

St % dXE =Y

Bandages and wound dressings
S3nz Y U

Suture material and clamps

JIEL AX X2 2l=7|7|

Other medical devices for wound care

25 X2 I Y BEE
Non-active dental devices and
accessories

+&4 X2t 7121/8H] ” 01+

Non-active dental devices/equipment and instruments
X|2tg Mz

Dental materials

X|atg YZae

Dental implants

471 ol2le] 84 27|
Non-active medical devices other
than specified above

H12

HSAH(H[0AY) 2l=217]

Table 1.2 Active (non-implantable) medical devices

Sl 7|z Eop
Main Technical Areas

Jl&=20F
Technical Areas

Jl&E2oke| HE JtE e
Product Categories Covered by the Technical Areas

TS 9&87|7]
(d]o] ™)
Active Medical
Devices(Non-
implantable)

HE4| it o|=27|7]
General active medical devices

Helzgt, F 3 2U31E 9|9

Devices for extra-corporal circulation, infusion and haemopheresis
58171, DUHHE ZTelSh MAK|FRT|, SUNFE 2|7

Respiratory devices, devices including hyperbaric chambers for oxygen

therapy, inhalation anaesthesia
= o AXE 717
Devices for stimulation or inhibition
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Z02| ISO/IEC 17011:2017 H&

S Qa2 7))

Active surgical devices

HEA ohtg 77|

Active ophthalmologic devices

HSA K[pg 7P|

Active dental devices

HEA HYAE 3 BFZ 7P|

Active devices for disinfection and sterilization

HSA AY-PD| Y HEA BHE

Active rehabilitation devices and active prostheses
HEA 2t XX B 248 719]

Active devices for patient positioning and transport
HEA Hildd U X WAP|E2 7P|

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

o|27|7] 4| AZE90jE EFF LADEQQ|
Software, including software design for medical devices
|22 JIATZE A|AR gl O BE

Medical gas supply systems and parts thereof

o|o|x|& 2|71
Devices for imaging

H2| YAMIS o|8st 717

Devices utilizing ionizing radiation
2| WARIS 0182 717]
Devices utilizing non-ionizing radiation

BLIEYE 29I
Monitoring devices

F5HX| 42 AABY BLEY 7)7]

Monitoring devices of non-vital physiological parameters
a3 dHRid ZLIEY J]7)|

Monitoring devices of vital physiological parameters

YA 2 & X2E IP7|
Devices for radiation therapy and
thermo therapy

H2| YAMIS o|8st 77

Devices utilizing ionizing radiation

2| WARIS 0183 717

Devices utilizing non-ionizing radiation

T2 o MHI2E 27

Devices for hyperthermia / hypothermia

Hel 20t X=g 217| (M=)

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

7] 0[9|o] HEAI(H|0|AE)
9|&7|7]

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

H13

T34 ojAg 2l=oP7

Table 1.3  Active implantable medical devices

e Jl=Eok
Main Technical Areas

=20k
Technical Areas

Jls20re HIF FtE|n2|
Product Categories Covered by the Technical Areas

TS 0|4y
o|&7|7|

Active Implantable
Medical Devices

HEA oAy Yt 0|27
General active implantable medical
devices

HEA o[AA X=5/AHE 2|=7)7]

Active implantable medical devices for stimulation / inhibition

TS oA okE L= J[E} EF TEE 2RIV

Active implantable medical devices delivering drugs or other substances
TS o[2d 7|12 7|52 Xl = ChE5hk= 2l=7|7]

Active implantable medical devices substituting or replacing organ
functions

471 ol2l9] 0]4g 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

Ty TR WE K| HAE
WKAB 3 -
%~/ Korea Accreditation Board

Jl&2oke| HE e e
Product Categories Covered by the Technical Areas

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

CHES 91 Al E AIYAIE, 130 ¥ 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

H2|EEHE 7|7 W 2ZEof
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

HIARM A (0f]: ZOpM, AAM, FXpR)
Radiation sterilization (e.g. gamma, x-ray, electron beam)

M2 37| o ZEYHBIE B
Low temperature steam and formaldehyde sterilization

2N g m3
Thermic sterilization with dry heat

DB A BT
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

2 Jl==0k
ain Technical Areas

< g

|20k
Technical Areas

Jl&=2oke| ME FHE|n2|
Product Categories Covered by the Technical Areas

2 J|a2
Z/283% ol=7||
Devices
incorporating/utilizing
specific substances/
technologies

Jm

o8 EFS XIS 9= I7
Medical devices incorporating medicinal substances

o

S=ERH =2 28%

Medical devices utilizing tissues of animal origin

o|=R7|7|

QIZkolo] QEXIE ZETH 27I|7|
Medical devices incorporating derivates of human blood

O3 ZHPHHAE 8% 2o77|7|
Medical devices utilizing micromechanics

LI S2HS 8% 9277
Medical devices utilizing nanomaterials

s gy 39 9/EE 2oL, HHoz
EL F2 Z4EE A2 8 020

Medical devices utilizing biological active coatings and/or
materials or being wholly or mainly absorbed

47| olelo| EYEH/VIE/QAE TR E= 8

o|=717|

Medical devices incorporating or utilizing specific -

substances/technologies/elements, other than specified

above

17

CF-LIPURIPN

Table 1.7 Parts and services

Subassemblies

3 Jl==0k e Jl=20te| HIE 3|z

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

2E 9 Myja iz Yz, S2FAE], =X, Ml2ta)

Parts or services Raw material Raw metals, plastic, wood, ceramic
1= | EE, nEPYK, YAE A=, o) 713 E Hdiz, SYE S24LE
Components Electrical components, fasteners, shaped raw materials, machined raw materials

and molded plastic

MEojdE2| A=Y /s ZAX|AMo 2JEt MXPY MEoMER], I|HX

MEOoE2|
Electronic subassemblies mechanical subassemblies, made to drawings and/or
work instructions

Y MH|A HZ|, B EE ANEHLHIE HS/2ASH MH|A
Calibration services* Verification/confirmation services for measuring instruments, tools or test fixtures
£ MHA o= 7|70l CHt A XMIZX|P} OfL|MA, 2|&2|7|1& XY U HiESH=

Distribution services

RSt

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

SX|EHa MH|A
Maintenance services

TI| = J|A| 2| MH|A, AJEEA
ESD Zfgie Al

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

U QHlEA MHIA, SUIZ M8 ©

25 Mul&
Transportation services

uurEol 2, B, ¥3 2HMHIA

Trucking, shipping, air transportation service in general

J|E} MH|A
Other services

olE717|, BEMH|A S3t TS HAE| MH|A

[y

Consulting services related to medical devices, packaging services, etc.

* MHEMH|AE 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

erndy) TR WX RE
W Korea Accreditation Board

E 1.7 3 7IeRopl xed FEE AHoED,
SRHS AHIA, ZEH AHAQEZ)7I9 BEE

AEE AHIY) O TislAl Z=29] BE E= AHIATL
Jdeke niAle gkt @skA QsrIV|E Hekshs
sAg 7 Wl olkdE RIIVIE  Hekshs
7180l deehA sREE JFER) = A9

HRIE] Tk QB7I171E MAteh= AlSF MAIK]
AL ASEEIPIEE B 1.1-1.60] BAIE 71&E0}
Hlol thsiA] O18e HRd Zio] Q%L
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Annex 2

The following table specifies the type of knowledge O}2fQ] T¥E&= OQIF7|Fo] EF 7|so] thsld +AGHoF st
and skills that AB shall define for specific functions. RAT AZ1S 7)&5H Aot
Uls | M¥AE | EMEE | am2 | g orgEp} | mzay
Accreditation functions | Application | Document | HHIHE! mOLE! HuM 2|
review review Office Witness HE gl Administering
assessment | assessment | QIHZAH program
team team Reviewing
assessment
X|Alap A2 reports
Knowledge and skills and )
making
accreditation
decisions
EuAAR Al U K o o o o
Principles and applications of quality systems
H2E|= IMDRF SG4 Y SG3 24{2Q| 0|3} o O

Understanding of applicable GHTF SG4 and SG3
documents. (Being maintained by IMDRF)

ISO 13485 0f| CH2t ofsH o} o} ¢}
Understanding of ISO 13485 Hl2 1)
Q|2 7|7| MIZEXtet ZEAE UUHQI x| o} o} o)
Argol| cHgt ofsh (H|2 1)

Understanding of general regulatory requirements
relevant to medical device manufacturers.

olz71712] K, o=E 8&, o Y 2A3 o) o)
Overview of medical devices, their intended use,
safety and risks

T QIAEE O F U AAETe| Kt o o
TS HE A

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

QIS HAEIT} QISZMRI0) B MM o
AFs2| fIe 157|18 S20|AUE HIF,
Z2MA U ZEo Cpt Y

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

WoIEl QIO Hast H2AMS 2P| 0
Qi3t o1x7jate] ZRMA B XZoj Cifgt e
Information on CAB's processes and organization to
determine competence needed by the assessment
team and for the accreditation decision

AS7|2 S2f0|HEL| XF, ZENA B o)
ZZ|of| ciigt ofsh

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

|2te] TEM|ADL IAFISO 13485 Azl ) e} e}

7
sbololl Felcts 21 goldts 5

1=
o
2
=

o
gl
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erndy) TR WX RE

KAB
W2 Korea Accreditation Board

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 QAL 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|IZ 1: o2t &S0l CHSt Ojshe| =2 HALEO Ciet 2HCt %S o= of Yt
NOTE 1: It is expected that the level of understanding for this activity would be less than that of an assessment team.

17 /18



= AR ATE

Korea Accreditation Board

KAB-AR-MD8
O|RIP|SEAYGA|AH! QlZ0f2| ISO/IEC 17011:2017 X &

Issue 3




