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This document is mandatory for the consistent
application of ISO/IEC 17021-1. All clauses of
ISO/IEC 17021-1 continue to apply and this
document does not supersede any of the
requirements in that standard. This mandatory
document is exclusively for the certification of
organizations’ management systems to ISO 13485,

b [}

ISO/IEC 17021-1 is an International Standard that
sets out the general requirements for bodies
operating audit and certification of organizations’
management systems. If such bodies are to be
accredited as complying with ISO/IEC 17021-1 with
the objective of auditing and certifying Medical
Device Quality Management System in accordance
with 1SO 13485, some additional requirements and
guidance to ISO/IEC 17021-1 are necessary.

This document follows the structure of ISO/IEC
17021-1. IAF specific criteria are identified by the
letter "MD" followed with a reference number that
incorporates the related requirements clause in
ISO/IEC 17021-1. In all cases a reference in the text
of this document to "clause XXX" refers to a clause
in ISO/IEC 17021-1 unless otherwise specified.

SEED

This document specifies normative criteria for CABs
auditing and certifying organizations’ Quality
Management Systems to ISO 13485, in addition to
the requirements contained with ISO/IEC 17021-1.
It is also appropriate as a requirements document
for the peer evaluation process for the IAF
Multilateral Recognition Arrangement (MLA) among
Accreditation Bodies.
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For the purposes of this document, the normative
references given in ISO/IEC 17021-1 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 17021-1 Conformity Assessment -
Requirements for bodies providing audit and
certification of management systems - Part 1:
Requirements.

ISO 13485 Medical devices — Quality management
systems — Requirements for regulatory purposes
ISO 14971 Medical devices — Application of risk
management to medical devices

NOTE The Bibliography sets out the references to
the documents which are not normative
references.

goi2] He|

For the purpose of this document, the terms and
definitions given in ISO/IEC 17021-1, I1SO 13485
and the following apply.

Regulatory Authority(RA)

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
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.
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4.1 General UL AR
No additional requirements for 1SO 13485. ISO 13485 of thst =71 QFAKE QIS
4.2 Impartiality 35
No additional requirements for ISO 13485. ISO 13485 ol gt 7} QFANS g,
4.3 Competence 2
No additional requirements for 1SO 13485, ISO 13485 0] TSt =71 QAN Qls.
4.4 Responsibility xHe
MD 4.4.1 1S0 13485 requires the organization to comply with  |SO 13485 OAl= ZFZ|o] Q87|7|9] ¢RI A 9|5H0]
the statutory and regulatory requirements A= HY U 37 QFABIS E451EE2 Q35kT Aok
applicable to the safety and performance of the
medical devices.
The maintenance and evaluation of legal compliance HEELE  SAlgtl Trlck= ZAES  ZTO|9E TR 9
is the responsibility of the client organization. The AMolo|t, FR0] W B FAQ FEAE HUlEIYEA], 18T
CAB is responsible for determining that the client - ’ -
¥ =2 S = yAK=] S}
organization has evaluated statutory and regulatory "_—_'LX'” g=0] HilslEE Qske He AKIE _3,5% fetod,
compliance and can show that appropriate action oNYE= H 2 #AIE FcHA Ze= 2ol tie) &Est
has been taken in cases of non-compliance with Z=X|& ZF|5l11 QYL=XRE Z2AT ML o= 13o)A QUck
relevant legislation and regulations, including the
notification to the Regulatory Authority of any
incidences that require reporting.
4.5 Openness It
No additional requirements for ISO 13485, ISO 13485 0] ThSh 71 Q7AKSE Ql=.
4.6 Confidentiality IEES
No additional requirements for ISO 13485. ISO 13485 0f TSt 71 QTARE QIS
4.7 Responsiveness to complaints =10je| ths

No additional requirements for ISO 13485.

ISO 13485 0] TSt 71 QAN Qls.
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4.8 Risk-based approach

HAYGA| AR Zofof|2] ISO/IEC 17021-1 HE

g|A3 J[HE X

No additional requirements for ISO 13485..

ISO 13485 0] TSt =71 QAN Qls.

5.1 Legal and contractual matters & 9 A2 Argt
MD5.1.2 The CAB shall establish appropriate agreements QIZ7]3E |SO 134852 <Ql(recognize)sh= HAIE=0] AAL
with their clients to release audit report information Anz 3 . - - olEol FESH
to regulators that recognize 1SO 13485. HiA E /et 2ol tist] Scto|dEeH At A
okg R|Zslolo} B,
5.2 Management of impartiality S4d 2|
MD 5.2.3 The CAB and its auditors shall be impartial and free Q1Z7|3 0} AANLE ZH3HoF Gtal, AHAQ) Ao Yk
frf‘lfmt iﬁg?ge?,e“f ,ta“d igf,l“emets, "fhic};l ﬁo‘ﬂi A= GFet defozRE A[EYor oM, 535 et
ie.ec eir objectivity, and in particular shall no Zob= oF Jr}
a) involved in the design, manufacture, a) AE7I7Iv #EE BE B AHA9 AA, AE T,
construction, marketing, installation, servicing DHAE, AX], AH|A B 250 2o
or supply of the medical device, or any b) Aol mjAlo] Tl ERAQAAEO] A L= Al
associated parts and services
e < ZH
b) involved in the design, construction, - Alol ol - _ - _
implementation or maintenance of the quality €) SIOIUE RAQ] ZAIFQI THEAIO|ALY, 159 &0
management system being audited ZH0i5h= TRIE tiug
c) an authorized representative of the client
organization, nor represent the parties engaged
in these activities
The situations hereafter are examples where 9|9 a)~c)ol HEE 7|E0] 95, 20| AdiEE A&
impartiality is compromised in reference to the o= olglo} ZT)
criteria defined in a) to c): b
o a) MRl UAIE WE ool ZEm 2Eme
a) the auditor having a financial interest in the OlHTAE 7 (f: 7|9 FAE HE
client organization being audited (e.g. holding p) AJA}RIO SR SAYSH/ AR TA of Q= oE7|7
= T AN
stock in the organization) AZEAA ] 18% 0] Qe
b) the auditor being employed currently by a - - = -
AIAEQ10] ST "R r= o = =
manufacturer producing similar/competitive ) aARHol s AMEUA E= TM(‘)—}"]“‘ﬂﬂ RIZ A<
medical devices HAA ACkolL 19t 55T OliEAE 4l Us,
C) the auditor being a member of staff from a A4, 97| = ALEEQ] ZYY
research or medical institute or a consultant
having a commercial contract or equivalent
interest  with  the  manufacturer or
manufacturers of similar medical devices
5.3 Liability and financing b 3 R

No additional requirements for I1ISO 13485.
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ZEFE QMG
Organization structure and top XXITLX Ol X]T17404%
6.1 management ZXRx Y 2 nFHx}
No additional requirements for ISO 13485. ISO 13485 0f Thst 71 QFANE QIE.
6.2 Operational control 23|
No additional requirements for 1SO 13485, ISO 13485 0] Thst =71 QFALS gle.
° e
X}l QA
7.1 Competence of personnel Qlplel X4
MD 7.1.1 General considerations Qlddol ajARst

Where 1SO/IEC 17021-1 Clause 7.1.1 refers to (as  KAB-R-MSCB 7.1.1 oJA (B& &AZu T&EsH0) IS0
relevant for the specific certification scheme) 1SO 13485 2 01Zsl= AL o= oary] W ALE: Wi

=
13485, this should be understood to mean medical
’ st Olnlgt= Ao = olsisior 3
devices and applicable legal requirements. STARRE dnfsks 219 ofsisior STt

All personnel involved in ISO 13485 certification SO 13485 Q150 AHE RE Qe HEM B 9 F4EH
shall meet the competency requirements of Annex QIABIS E=Zgo} itk

o= &.
B.
Personnel involved in the certification o|=35t Aloidk= o2
7.2 activities 0152tE0]| 2o{5}= Qlel
MD 7.2.4 Auditor AlXIR

Each auditor shall have demonstrated competence Z} AAFIE H2A Cof A% QASE AAHS ZHE[of STt
as defined in AnnexC.

The CAB shall identify authorizations of its auditors Q1E7|H™ HEM A 9 J|=EOFE 0]8310] A9
using the Technical Areas in Tables in Annex A. RHAHO ojH2 AEs|or s}
MD 7.2.5 Auditor experience AR

For a first authorization, the auditor shall comply X5 XFARO] A], AAIKE EXQ} = GHOA AAE AAIE
with the following criteria, which shall be E3) ool 7|F0] Astele QIEs)of st

d trated i dit: d id d -

emonstrated in audits under guidance an 2) BAZES ST o2ry] RE W Ao Rews

supervision:

a) Have gained experience in the entire process of AT (E A7 B FE, AlAE B AAFE LA
auditing ‘medic.al dev.ice quality management e xokelo], 9877 ERITPAAHS AIEES
systems, including review of documentation and KA Aslo] Qlojot sl

risk management of applicable medical devices,
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parts or services (see Table A.1.7),

implementation audit and audit reporting.

b) Has gained experience by participating as a
trainee in a minimum of four audits for a total of
at-least 20 days in an accredited QMS program,
50% of which shall be against ISO 13485
preferably in an accredited program, and the
rest in any other accredited QMS program.

In addition to criteria a), audit team leaders shall

fulfil the following:

a) Has experienced an audit team leader role
under the supervision of a qualified team
leader at least three ISO 13485 audits.

AR Fotojle] ISO/IEC 17021-1 HE

HE QMS =20 F4 4 3] F 20 L9 At
ARZA FOIst Zfo] Qofop Sith o] & 50%=
7HEA QFE =230 9Jgh IS0 13485 O]ofof GHH,
LFHA] 50%= Q1A% LR QMS =g J2o|ojo} Stk

b)

Hor 1S

o~

&719] a)ol Tist] HAEES thige S5000F oIt
a) A0l e HAIEES &= SlojA Ha 3 219 IS0

13485 YAHHE s &S Fgo] ojof TIth

MD 7.2.8 Personnel making the certificationdecision ~ 215Z%X}

The CAB shall ensure that personnel (group or QIE7|#e QISEAFANITF = /MON7 B BO AALE
individual) mak%ng the certifi(?ation decision fulfil z==xste B0} SiTh ol =0 &8 BE JH0lo] RE
the competence in Annex B. This does not mean that e = ss o So o =
each individual in the group needs to comply with grage S5lor o2 dushs 22 oA &
all requirements, but the group as a whole shall AAZ= HE Q:rLMQ'g SFolot it} A5EEE el
meet all the requirements. When the certification SAEHs AL, dlg 018 RE QIANSS mES|of ST
decision is made by an individual, the individual
shall meet all the requirements.

7 3 Use of individual external auditors and Q|EAIAIS] Bl QJEID|SXIET} Jolo| EE

"~ external technical experts TETE F TR —Ti=e

No additional requirements for 1SO 13485, ISO 13485 0] TSt =71 QAN Qls.

7.4 Personnel records QIS0oj Ciet 015
No additional requirements for 1SO 13485, ISO 13485 0f TSt F71 QFANE QIE.

7.5 Outsourcing Q|FX{z2|
No additional requirements for 1SO 13485, ISO 13485 0f ThSE F71 QFANE QIE.

e
M QAR
8.1 Publicinformation ry] bl
MD 8.1.3 Where it is required by law or by relevant ¥ T= I fFAlg=o] Q5] A59 &9, FX|, F4 S0

Regulatory Authority, the CAB shall provide the W5t AHE FZLEE2 QIHE= A2 01278 guEns

information about certifications granted, suspended
or withdrawn to the Regulatory Authority.

8 /30
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8.2 Certification documents ASEM
MD 8.2.1 The CAB shall precisely document the scope of Q1&7]¥ QIEHLAE HSSIA EAISIEIOF St} Q15713
certification. The CAB shall not exclude part of ZZMA FE T AHAT} A0 =&} ¢MFo] Ygke
processes, products. or services (unless allowed by = (ARl s A9y o) olsl
regulatory authorities) from the scope of - ol OIS OO
certification when those processes, products or ZEA| 2, FA e AHI20] ARES QAISHRI0IM RIQISHA
services have an influence on the safety and quality = ZO}O} SHC}.
of products.
8.3 Reference to certification and use of OI=0j| CHSH 242 ! O}T°| AL
marks -
No additional requirements for ISO 13485. ISO 13485 0] tjgt =71 QAL e,
8.4 Confidentiality IEES
No additional requirements for ISO 13485. ISO 13485 of tst =71 QFAKEE QlS.
Information exchange between a ol1=y|nk} =, -3
i et =7 |2kt S2jo|AE 2| MHE gt
8.5 Certification body and its clients 257 [ekat S2OIAE 2] Fug
No additional requirements for 1SO 13485, ISO 13485 0] TSt =71 QAN Qls.
e
OZMA QAR
9.1 Pre-certification activities Q15 OfHe| &5
MD9.1.2.71 If the applicant organization uses outsourced AIAZTZE0] QFFT] TZAAE E&E5h= A ASV|He
processes, the CAB shall determine and document AAFEIO] ol Q1EAE] Z2AAS Hrksly] Qs EXSH
whether specific competence in the audit team is -
AAAM ] OS] E 7=17<-1 = S
necessary to evaluate the control of the outsourced ' '< 0] EREIRIE 2dshl EASkeloF eitt.
process.
MD9.1.4 Determining audit time A REEY

The requirements from [AF Mandatory document
MD5 (Determination of Audit Time of Quality,
Environmental, and Occupational Health & Safety
Management Systems) apply except those for EMS
and OHSMS and the Table QMS 1. Annex D, Table
D.1 replaces Table QMS 1 and provides a starting
point for estimating the audit time of an initial
certification audit (Stage 1 + Stage 2).

Audit time is dependent on factors such as the audit
scope, objectives and  specific  regulatory

KAB-AR-MD5 (QMS, EMS & OHSMS QIZAIAIAIZE AE)0jIA]
EMS % OHSMS BEi} # QMS 1 € FQJgt HE QFAIE0|
HaErh 224 D 9 ® D10 B aMs 1 £ tAsH
FEQBS Pt MARIZHL BA + 2 BA)S APES] st

6
pul

orC
pul

AlEFE AlSet

]_

HARRES Al Wl 2E o
QAN mel E5 g1
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requirements to be audited, as well on the range,
class and complexity of medical devices, and the size
and complexity of the organization. When CABs are
planning audits, sufficient time shall be allowed for
the audit team to determine the conformity status
of the client organization's quality management
system with respect to the relevant regulatory
requirements. Time required to audit national or
regional regulatory requirements and dossier
reviews shall be additional and justified, so as not to
diminish the audit of the QMS.

Audit time for all types of audits includes time
auditing a client's premises (physical or virtual),
using on-site, remote or a combination of audit
methods, and time spent carrying out planning,
document review, interacting with client personnel
and report writing. It does not consider the time
required for design dossier reviews, type
examinations, pre-market approval audits and other
similar activities. The audit time should be adjusted
to take into account the factors listed in Annex D,
which may increase or decrease the estimated audit
time.

For those CABs offering both ISO 9001 and ISO
13485 certification to a client, the audit time shall
be able to demonstrate sufficient time to conduct an
effective audit to determine conformity with all
requirements of both certification standards. For
information on 1SO 9001 and ISO 13485 combined
audits, see AnnexD.

For integrated audits for standards other than ISO
9001 see IAFMD11.

HAYGA| AR Zofof|2] ISO/IEC 17021-1 HE

=1 I R ‘Ol

27i9t mawol met Yekrh AE71Ho
NAVIEIS 49T o, YANEo] BEE A QAN
ZelololE £X9 BRFANLY HE Mg 2o
BRE AIS wiEsior @th b Ee A%l A
QTG MM MREEC WS ARl FhEa
BgsEolol oW, ol QMS ANE ZANZIN 27
SIgtolrt

oll

BE

ENO) Al QoI AARIRION: AL, AZUA}
51:_35 R3S

o] 29 xge &80t STOIAES (Eo]H E=
Q) Aldde dAlste ARREE g7, HAAE S+,
EAEE, STOIELS] dAg B HIAAE AQEE

AlZto] ESHET) AAKNT AE, FAAE, AIEE SOAAF &
7IEF RARE o] "Qst AN SR @Erh
AMAAIZES B2M D of g@AE QUES 11850l RFE ook
g ZlojH, o2 Qlsl 8 A0l S7 AL AadE &
A AoITt,

Slo]MENA 1S0 9001 I} 1SO 13485 915 £ KNSot=
QIE57|&9] %‘% @AW?POI QIBHFI E‘: QAR

_r]o} /\U\]—— _9_]/]-7:‘] o7 .T_OHO]'
4 Qlojok it} 1So 9001 ¥ IS0
s Do Atk

SEAAR= KAB-AR-

MD9.1.5 Multi-site sampling STARE HET
Sites involved in design, development and Q|57]7]19] AA, JHdt 2 AFo| o= AMEHE A 1.1~E
manufacturing of medical devices (Table A.1.1-1.6) A1.6)2 Mz & g}
cannot be sampled.
9.2 Planning audits APl
MD 9.2.2.1 The audit team shall have the competence for the AAJEIS (H&M B o FojE T KA & AZu} QA 610
Technical Area (Annex A in conj.unct%on with B2 A0 WAJE) Z]SHot] thet AAMS Besior sith
relevant knowledge and skills as defined in Annex
B) for the scope of audit.
If the audit is performed for an organization that BRETIES R|FTsh= FAI AHATRES AFZsk=e TA(H
only manufactures parts and offers services (see Z7R)0f A AAE 8 A AAFEo] 9= =
= 5 ==
Table A.1.7), the audit team does not have to A17 FE)O HieiA = 87, Aol (l 718
el O A= 2 =35
demonstrate technical competence at the same level diste AxRgAet 2 +E9 VIied H4ds dsE
as that for a manufacturer producing medical TRE= QlC}

devices.
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To include devices that are sterile or intended for Wyt T FEBAIZAIE Qo B0z OLHE BII7E
end-user sterlhzatl.on, the audl_t_ tegm shall be w5517 QA AIAE]S EL ZM A9 E 150 7&E W
competent according to sterilization process 21 Jdal O] _
detailed in Table 1.5 of Annex A. ZE2A|20f thet A2go] Q1o{oF Bitt.
9.3 Initial certification X215
MD 9.3.1 When a CAB has audited a client against aregulatory Q1Z7]0] Zzlo|EN wHall IS0 13485 QFAMIS
sche@e that includes or goes beyond the IEEAL = 1 oAl TR AZS AABIIOH,
requirements of ISO 13485, it does not need to ol=130] 0 o St Sl Almer &
repeat the audit for conformity with the elements of AS7IH0] 0] wA9 e QAo g - S_E T
ISO 13485 previously covered, provided the CAB  QUACFH, ISO 13485 Q409 ATt AAIE wHES HQ=
can demonstrate that all of the requirements of this ok
document have been complied with.
NOTE  Some examples of regulatory schemes that H|Z  ISO 13485 QTFAIEE ESISEALL 1 O|4S Q6=
include or go beyond the requirements of
o [Eakdle) 2E 97717] #AI7F ATk
ISO 13485 are European Medical Device RIS A= E 78 ol 171 HAI7F QA
Regulations.
Additionally other countries are adopting or OJE} Z7}SL 1SO 13485 £ Q57|7|7AIZ AEisEALE
con@dermg ad?ptmg ISO 13485 into their Medical HElS AEST Yk
Device Regulations.
MD9.3.2.1 Stage1 155
Where higher risk medical devices (e.g. GHTFCand £& 2]A39] 9|g7|7]l: GHTF C ¢ D)7} &ojE= 4
D) are concerned, the stage 1 should be performed 1TH AAE siEojA] £alEojok g Aolrh
on-site.
9.4 Conducting audits oAl =28
MD 9.4.5 Identifying and recording audit findings AlAEIZAARSIO| IRk Bl J|E

Examples of major nonconformities which require
the acceptance and the verification of the
effectiveness of correction and corrective actions
are as follows:

a) failure to fully address applicable requirements
and implement an entire process for quality
management systems (e.g. failure to have a
complaint handling or training system)

b) failure to implement applicable requirements
for quality management systems

c) failure to implement appropriate corrective
and preventative action when an investigation
of post market data indicates a pattern of
product defects

d) products which are put onto the market and
cause undue risk to patient and/or users when
the device is used according to the product
labelling

e) the existence of products which clearly do not
comply with the client’s specifications and/or
the regulatory requirements

f)  repeated nonconformities from previous audits

Al B AEERAY 83 8ol HE0 EQT

SHEAEY o ofefet 2Tk

a) SEEGAAH HEEHE QFAEE &5 A
FotAL, %XWJ‘@W*@Q Ed zREAs FJAXE
Adsts o Auj]: A e 1sEd AILHY
All)

b) FHEZHAIAH HEH e QARC] niAd

o) Al = AEZAF HOIE7E AEEEe] EES LR

A AIgEA] B o 3=x9] ndd

d) AELEA0 et AREAFE =76t EAIE A&
SR W/E= ARSAIONIA st 2lAAE R

e) 19 A B/EE Al @FANE EeEhe] S5
Be= Azl EA

f)  O|& AAlO] HASo] HHEE
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9.5 Certification decision

HAAA|AER Fofoj|2| ISO/IEC 17021-1 HE

ol

=74
L?E%‘

No additional requirements for ISO 13485.

ISO 13485 0] TSt =71 QAN Qls.

9.6 Maintaining certification Q15| f4|
MD 9.6.2.2 In addition to requirements of Clause 9.6.2.2, the 9.6.2.2 QAN =71510], AFSAIAL T2 o= BAF 0]
surveillance programme shall include a review of A, BAR0 Ex 2@ gl=2o] tiel FaR =xo AES}
actions taken for notification of adverse events, T 0l0F I
advisory notices, and recalls. 2 2HE|OfOF SiTt.
MD9.6.4.2 Short notice or unannounced audits may be O}EQ} Z2 W B0 TAAL = EAAAYE QFE 4= QU

required when:
a) external factors apply such as:
a. devices in the scope of certification indicate
a possible significant deficiency in the
quality management system
b. significant safety and performance related
information becoming known to the CAB
b) significant changes occur which have been
submitted as required by the regulations or
become known to the CAB, and which could
affect the decision on the client's state of
compliance with the regulatory requirements
c) when required by legal requirements under
public law or by the relevant Regulatory
Authority

The following are examples of such changes which
could be significant and relevant to the CAB when
considering that a short notice or unannounced
audit is required, although none of these changes
should automatically trigger a short term or
unannounced audit:
a) QMS - impact and changes:
i)  new ownership
ii) extension to
design control
iii) new facility, site change
a. modification of the site operation
involved in the manufacturing activity
(e.g. relocation of the manufacturing
operation to a new site or centralizing

manufacturing and/or

the design and/or development
functions for several manufacturing
sites)

iv) new processes, process changes
a. significant modifications to special
processes (e.g. change in production
from sterilization through a supplier to
an on-site facility or a change in the
method of sterilization)
v) QM management, personnel
a. modifications to the defined authority
of the management representative that
impact:
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i. quality management system
effectiveness or regulatory
compliance

ii. the capability and authority to assure
that only safe and effective medical
devices are released

b) product related changes:

i) new products, categories

ii) addition of a new device category to the
manufacturing scope within the quality
management system (e.g. addition of sterile
single use dialysis sets to an existing scope
limited to haemodialysis equipment, or the
addition of magnetic resonance imaging to
an existing scope limited to ultrasound
equipment)

c) QMS & Product related changes:
i) changes in standards, regulations
ii) post market surveillance, vigilance

An unannounced or short-notice audit may also be
necessary if the CAB has justifiable concerns about
implementation of corrective actions or compliance
with standard and regulatory requirements.

ﬂfm“ SH2 01 K| QIMIE]

\k Korea Accreditation Board

i) AHE AlE, ZHE e

i) FABGAIAEHS  AMETHER MEZR 25T
ZHIDEIE  FUHol: g@d BAZHIE AeE
7IEHRI0] Bt FAME FF B 23y gHIE

Mgkl 71E Eelol APIsEde F7h

wob Q5/lEol AEHEAY oy = EE W A
aAe F4ol Ue AR U W g 2%
A
T .

E101 AL e EANAPT Eod

9.7 Appeals 0[2|x{|>]

No additional requirements for ISO 13485. ISO 13485 0f st 71 QFANS S,
9.8 Complaints =1t

No additional requirements for 1SO 13485, ISO 13485 of thst =71 QFAREE QlS.
9.9 Client records S20|AES| J|%

No additional requirements for I1ISO 13485.

ISO 13485 0] tist =71 QLA 8§l

0
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QIFT|T| HYMAH DT

10.1 Options MEHARSE
Option A: General management system  a{EHAFSFA: QIHFXIO| ZHOIA|AE QIAbSH
102 requirements (M | I'o A 2Bl-"1- OO0 I—n '_I"*I'o
10.2.1 General AR
No additional requirements for ISO 13485. ISO 13485 0] Thst =71 QFALS gle.
10.2.2 Management system manual FGAAH o=
No additional requirements for ISO 13485. ISO 13485 0] TSt =71 QAN QI
10.2.3 Control of documents =AfEE|
No additional requirements for ISO 13485. ISO 13485 0] TSt =71 QAN Qls.
10.2.4 Control of records 7|52z
No additional requirements for ISO 13485. ISO 13485 0] TSt =71 QAN Qls.
10.2.5 Management review dYHE
10.2.5.1 General LA
No additional requirements for 1SO 13485, ISO 13485 of tist =71 Q7AFY QI3
10.2.5.2 Review inputs FYHE o
No additional requirements for 1SO 13485, ISO 13485 0] tist =71 QAN QIs.
10.2.5.3 Review outputs AYHE =4
No additional requirements for 1SO 13485, ISO 13485 0] tist =71 QAN |ls.
10.2.6 Internal audits LHEARIA
No additional requirements for 1SO 13485, ISO 13485 0] tist =71 QAN QIs.
10.2.7 Corrective actions AP =X

No additional requirements for I1ISO 13485.
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Option B: Management system

10.3 requirements in accordance with ISO MEIALSEB: ISO 9001 Of| [IHE HYA| AR Q- 1ASt

9001

10.3.1 General AR
No additional requirements for ISO 13485. ISO 13485 0f ThSh 71 QAN QI

10.3.2 Scope EHgHe
No additional requirements for 1SO 13485. ISO 13485 o] thsh =7} QFALEE QIS

10.3.3 Customer focus M 34
No additional requirements for 1SO 13485. ISO 13485 0f TSt 71 QTANE QIS

10.3.4 Management review dYHE
No additional requirements for 1SO 13485, ISO 13485 0] tist =71 QTAK |l8.

End of IAF Mandatory Document for the 2.
Application of ISO/IEC 17021-1in SO 13485,
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Annex A

The CAB shall use the Technical Areas described in

the tables of this Annex to:

a) help define the scope of certification

b) identify if any qualification,
including  competence in  sterilization
processes of its auditors is necessary for that
particular technical area

technical

c) select a suitably qualified audit team

When using technical areas other than specified in
the tables, the technical areas shall be detailed.

Main Technical Areas in Table A.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 the 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.

A risk classification should be determined using an
appropriate national, regional, or international risk
classifications. Examples include:
a) (EU) 2017/745 Annex VIII Classification Rules
b) GHTF SG1 Principles of Medical Devices
Classification GHTF/SG1/N77:2012
c) National Classification Regulations (e.g., FDA)

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 it is packaged,

labeled, or sterilized.

Where the organization provides associated
activities or manufacturing of parts which are not
categorized as finished medical devices, Table A.1.7
shall be used for determining the scope.

To this end, the choice of provider to fall into the
classification of the medical device must be
supported by a decision of the RA and indicated in
official Guidelines or Specifications issued to that
purpose.
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Table A.1.1 Non-active medical devices

Al J|&op
Main Technical Areas

I|=20k
Technical Areas

Jl=20fe| ME ez
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 % UZX=S 7P|

Non-active devices for anaesthesia, emergency and intensive care
54 FA 7Y, 28 Y S48 9P

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

Non-active orthopedic and rehabilitation devices

54 S5 2= o))

Non-active medical devices with measuring function

4541 okg 7P|

Non-active ophthalmologic devices

254 7|7

Non-active instruments

oYE 2=7|7|

Contraceptive medical devices

254 HPAE, MY, 2ZE 2|20

Non-active medical devices for disinfecting, cleaning, rinsing
24 Holdd U BX WAP|2g 7P|

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

254 4318 9|27

Non-active medical devices for ingestion

Ix
254 YA

Non-active implants

£54 AYRE YBAE
Non-active cardiovascular implants
454 YL Az
Non-active orthopedic implants
54 7|54 dEuE
Non-active functional implants
254 AXEE YEUE
Non-active soft tissue implants

XN X2E 717]
Devices for wound care

St 3 4XE =Y

Bandages and wound dressings
st ¥ 2

Suture material and clamps

J[El ¥X X|2E 2277

Other medical devices for wound care

A IX
254 KB 7| Y HAE
Non-active dental devices
accessories

and

&4 X[24g 2121/%H| 3 217

Non-active dental devices/equipment and instruments
X2t =

Dental materials

*latg Y=ue

Dental implants

7| ol2le] =54 9&Y|7|
Non-active medical devices other
than specified above

HA12 TsAH[0]AA) 2=7)7]
TableA.1.2 Active (non-implantable) medical devices

3 Jl==0k
Main Technical Areas

I|=20k
Technical Areas

Jls=2oe| ME FHE|n2|
Product Categories Covered by the Technical Areas

S 2og7|7]
(HloJA1H)
Active Medical
Devices(Non-
implantable)

HE4| et o|27|7]
General active medical devices

Hielag FY U YAsS g ||
Devices for extra-corporal circulation, infusion and haemopheresis
S|, DUHHE ZTelSt MAK|FT|, SUNEFE 2|7

Respiratory devices, devices including hyperbaric chambers for oxygen

therapy, inhalation anaesthesia
= 2 AHE 20|
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Devices for stimulation or inhibition

S Qa2 7))

Active surgical devices

HE4 okatg 7P|

Active ophthalmologic devices

HSA X218 7|7

Active dental devices

HEA HPAE 3 BFZ 7P|

Active devices for disinfection and sterilization

HE4 TYEDI7| 3 HEA BEE

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

Active devices for patient positioning and transport
HEA ol U BE MAP|Eg )

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

o|z7|7| AZEg0{o] HHE Z3kSH AZEQ0]
Software, including software design for medical devices
9|28 JAZE MAY U 1 BE

Medical gas supply systems and parts thereof

o|o|x|& 27|
Devices for imaging

Ha| WARIS 0183 717

Devices utilizing ionizing radiation
2| HARAS 018% 217
Devices utilizing non-ionizing radiation

HLIEYE 79I
Monitoring devices

S| 42 AR ZLE™ 27

Monitoring devices of non-vital physiological parameters
2% dARiY DL ER 27

Monitoring devices of vital physiological parameters

YA B & X2g 717
Devices for radiation therapy and
thermo therapy

Ha| WARIS 0183 717

Devices utilizing ionizing radiation

2| WARIS 0183 717

Devices utilizing non-ionizing radiation

X2 3 XAI=2E 219

Devices for hyperthermia / hypothermia

Hel 320t X|z8 217|

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

HA13

Al
o

OlAl 2laopp|

Table A.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

HEA ojAlY
o|&27|7|

Active Implantable
Medical Devices

HE4| 0|AY Yat o|27)7)
General active implantable medical
devices

HEA 0| x2/24x|E 22707

Active implantable medical devices for stimulation / inhibition

TS o|Ad ok L= JIE} EF TEE 2RIV

Active implantable medical devices delivering drugs or other substances
HEA o|AA 7|2 J52 oMl E= ChE5k= 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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TableA.1.4

S 7|z Eop
Main Technical Areas

HIRIFICHE 2l=0 7]

In vitro diagnostic medical device

Jl&20f
Technical Areas

{roly

Jle2oke| ME tEna|

Product Categories Covered by the Technical Areas

= QPP X AIE

Korea Accreditation Board

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

CHES 21 Al © AIYAIE, 1%37] Y MoEE:
Reagents and reagent products, calibrators and control
materials for:
— sk}
Clinical Chemistry
— HojstsH(Hele)
Immunochemistry (Immunology)
— oNsl/X|Zst/Hof oS
Haematology/Haemostasis/Immunohematology

Microbiology
— 2y woygt
Infectious Immunology
— Ex|BH/MES
Histology/Cytology
— |EF A
Genetic Testing

RIQIFIELS 7|7 U AmESYof

IVD Instruments and software

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

HA15

ol=7 | By

Table A.1.5 Sterilization methods for medical devices

s4) J]g 0t

7|=E20f
Technical Areas

Jl=20ke| HIF Ene

Product Categories Covered by the Technical Areas

Main Technical Areas
o|®7|7| EaHH

Sterilization Method for
Medical Devices

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

201
=2 -
Moist heat

EEYE i
Aseptic processing

WAL EZ(0l: Zord, AAM, Hxp)

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

DpBEA BT
Sterilization with hydrogen peroxide

47| ojele] BAYH
Sterilization method other than specified above
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o} Ole2 =g/gst 2l=0P|

Table A.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 2|20
Devices
incorporating/utilizing
specific substances/
technologies

o2& =SHS I 2=7|7|
Medical devices incorporating medicinal substances

S=RH =2 283 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

HA7

HE gl MHjA

Table A.1.7 Partsand 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

@ MHA AZE2|, 37 E£= AMEMLHIE HF/E0lI6H= Mu|A
Calibration services* Verification/confirmation services for measuring instruments, tools or test fixtures
/S MHA o|Z7|7|of| CH3t WA =X} OtLIHA, 2|2I[0|E Bt Y Hi&sHe

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
wtEol E3, B, BUTZ SHMHIA

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 services are clearly
intended to support medical devices.

a) when an organization promotes itself or
products as supporting a medical device in
one of the main technical areas (e.g.,
fasteners marketed with a clear intent to
support implanted medical devices) on
their website, or

b) instances of contract manufacturers
making nearly complete medical devices

H|Z

Merny) T2 B X AE

“&n ,2,') Korea Accreditation Board
Z2 1.7 9 ¥y TisEopl EgE FEE
MEOET], FAIES AHIZ, 71E}
MEIAQE71719F HEE AEE AH) 0 QL01A,
RO RE EE AHIATL 98 bR Zwrt
gusA dsrIZIg Adske =8& 7RO,

AS7IES E 1.1-1.6 O HAIE 7VIsEor &g
Heloll tisiA rde Had Z10] @7

IE7I718 Al¥ste 1R W0l SHat
©l: olxd 9BIIVIE Adck= 7Isol deeHA
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Annex B

The following table specifies the type of knowledge O}2] ¥ KAB-R-MSCB 9] E£A A o] =751 E737]501]

and skills that a CAB shall define for specific 2 ol=7|m = PN o5
O1=7]30 Aol g KAl 7]so ySkels
functions in addition to ISO/IEC 17021-1 Annex A. i;ﬂq &7 ol sresior R I
X .

Consideration for suppliers of “Parts and “HE 3! A{H|A" MZ2X0]| Cist 124
Services”

If the answer is “Yes” to any of the questions below, O}fQ] ZIZo]| thst Ho|] “o'Ql AL, AAEES B A.1.1-
the audit team shall always include competence for o ”
AE I 7isRor 2 WAE
the relevant Technical Areas in TablesA.1.1-A1.6 ~+1:6 o BAl N [E20F X B2 of BAIE "HAR
sle Esls 152
and the “Auditor” requirements in Table B.2. If the AAd 7AdE Zgsiofor oith e &l tieh Hol
AR
]:l

A9, ANYS E B2 “RE L AHAY AR
o
=

answer to all questions is “No”, then the audit team “OPL] 279l ==
SEAoF oith BASHE HHE=E R ook

shall satisfy only the “Parts and Services” auditor QA
requirements in Table B.2. Documentation shall be

S

maintained. ertt.

HB.A1

TableB.1
zz of OiL|2
Question Yes No

HF0| AHej 2}x1|30|| M2 ZE 2l2017| UL (o: i HIFO| 2z SOz HEETE

9.|EE|91I'_, Zt gl/c gpdiaior o 9 st)

Is the product a nearly finished and assembled medical device? (i.e., it is intended to be used for a medical purpose

and only needs packaging and/or labeling)

HZF0| 2=7)7|2] AEE/FE2R oA=ERASLIIN?

Is the product intended to be a component/part of a medical device?

Q|27|7| Ao 2lsli EaEl= S-S US| Tt HIFS ZZ|0] HZSIASLIVN? (0ll: EAD[ZHARE

X{E2|(relabeling), ?[EL 2IE7I7I°I i Lt)

Is the organization contracted to carry out any activities that are regulated by a medical device regulation (e.g.,

relabeling, remanufacturing of other medical devices)?

HEO| BRE HEHZ SSELIN?

Is the product supplied sterile?

HE0| S2H0|UE =X L= IV HESH ADEQOE RS USLIIN?

Does the product contain software developed by the client organization or a supplier?

ISO 13485 QASHS|PF WL I HA"0|| SHYRLIIN? (Of: HE & WL X M| H2AE s183t= HR

ORI|7|= EAXoR W2 2|AT0 s

Is “Design and Development” in the scope of the ISO 13485 certification (e.g., when public law permits exclusion of

design and development which is the case very often for low-risk medical devices)?

MZO]: AN, B, TYE, MHOMER|, RX|E: MH|A EE J|EMMHIA)0| B o|20|E
X|glsts 2XS IELIR

H| 1 ”-‘-‘-kl A °| H A.17a) HE &=

Is the product (Raw Materials, Parts, Components, Subassemblies, Maintenance Services, or Other Services)

intended to support associated medical devices?

Note: Refer to the note in Annex A, Table A.1.7, a) as an example
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HEB2 XAglAZ
TableB.2 Table of knowledge and skills

A3 Ol [ AAAERAME H2AY | 2N AE | MA 2z g [m2ay
Certification functions | Z2%H, MAIE! MA, ol Auditor AMH|A 23| Xt
HARRE 2%) ASZER HAr Personnel
Personnel conducting the Personnel managing
application review to reviewing ' A7 program
determine audit team audit ix
competence required, to reports and Parts and
select the audit team making Services
members, and to determine certification auditor
X|Alap A2 the audit duration decisions
Knowledge and skills REF Table
A7
SEAAH Ao Choh UHPHQI X|4 o) o) o) o) o)

Knowledge of generic quality
management system practices
Aol M D3 e} Q1F7|2e o} o} o} o} o}
o{gol| gt x4

Knowledge of legal framework of
regulations and role of the CAB
ISO 14971 § °|&7|7| 2|A3 O @] O O O
2t2[o]| CHEt x| 4]

Knowledge of medical device risk
management, e.g. 1SO 14971

Q|27|712| o=l &0 2t X|4 o*
Knowledge of intended use of medical

devices

O|27|7|2f BT 2t 2|AT0) 2t o*

x4

Knowledge of risks associated with the
medical device

o|z7|7|et HHE 2 MF HEO) o*
23t X|A

Knowledge of relevant product standards
in the assessment of medical devices

O1=7|29] ISO 13485 T2MA X|A| O ¢} o) o} o}
Knowledge of CAB's ISO 13485 processes
9|2717| HIEL|A/I|s0] BHEt X4 o} o) o* Oo* o}

Knowledge of Medical Device
business/technology

HIZ  *EAE g3 Chgt X|A2 T2l st HSE 5 AL
NOTE The knowledge in the areas marked with *could be provided by a technical expert.

23 /30



KAB-AR-MDY9 a7 =xHUA|AE Eojojjo] ISO/IEC 17021-1 HE
Issue 3

Annex C

(=X}

C.1 Education =X

r

Except for auditors performing audits solely under F A.1.7 o TISIAT AXIES alist= AARIE AQ6HY
Table A.1.7, the CAB shall ensure that auditors have O1=7|TS AAJI0] TETS IS

the knowledge corresponding to post-secondary _ _ e _ .
education (typically 4 years) or equivalent work S8 AREH sigshs AMol 2lss EEsior et

experience. Appropriate professional areas are listed SE%= SHERORO o7t 7|=%o] QAT

below as examples: i) NES £ n|MEsS)

|) blology or mlcr.oblolog-y i) Siet m Msiet

i) chemistry or biochemistry e ame W AT o N
iii) computer and software technology i) AFE 2 AZEY T

iv) electrical, electronic, mechanical engineering iv) 7|, JX} 714 = MEZS
or bioengineering v) Q17 Ag)st
v)  human physiology

i ok
vi) medicine vi) Xﬂ_—'
vii) pharmacy vii) <oFst
viii) physics or biophysics viii) Bolgt = MEED|S

C.2 Work Experience 04
The CAB shall ensure that auditors have adequate Q157|132 AAJR0] RO ARE S8lsr|o] S8 A8S
exgerienoil lioh perform their 1:tellcsks. In gefr}erl?l, 742 2= QL E HAO} ST} QuiRoz AL o) 7)7]
auditors shall have a minimum of four years of full- -

T I AMoiE e AFOl  BlA o

time work experience in the field of medical devices ——— A AIFZOHO: Q7)Y _‘—}‘:" doAo], =71
or related sectors (e.g. medical device industry, MAF = Q&7]7] EOF A HolA] F|4 4 WO A2 EHO|
healthcare, medical device audit or research in Qlojo} ST}

medical devices).

Successful completion of other formal qualification OJE} ZA1AQ] AHAIAME) 0] A0l £8% FHU§ 2
(advanced degrees) can substitute for a maximum Ho] A
of two years of working experience.

Exceptionally, shorter duration of experience or OJQAOCE O & 7|19 Zdg = 9777 0]99
experiences in the fields other than medical devices Holojxlo] 28 = mEEoljAe Adlo] AAsti 7R

or related sectors may be considered as appropriate. _ _

T A 0 3t AL O=y|Te AAIQ0] AT
In such cases, the CAB shall demonstrate that the = j'— Rk ol de ‘_—]Oﬂt}‘— slARES] EElol
experience of the auditor is equivalent and shall Soolthe g f&dior ofal, 1 89 JFEde
record the justification for the acceptance. 7|2%|0joF BT}

Auditors performing audits of organizations solely . A.1.70] THAATE AAIS $3l5t= AAIRIE KAB-R-MSCB

under Table A.1.7 shall only meet the requirements [ =
1 KAB-SR-QMS 9] QTFAREITHE EFG0F shH, €2 9
of ISO/IEC 17021-1 and ISO/IEC 17021-3 and not SeE e

those in C.2. QTASE AQIEHL.
C.3 Auditor Competency AArel Z244d
See AnnexB. H2)MB &x
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C4 competency M24d9| e 3! ||

C.4.1 Continuous Professional Development (CPD)  X|&Z9I 7 |solfiets
Each auditor shall undertake a minimum of 8 hours 2} AAIHES ¥ A.1.7 o] thol0] SEH, st g3 &4 2
of DPD actvities per wear such as WG mgste g3t 2 K4AQ J@AEES Hol 2k 8 AR
participation in scientific meetings, and self-study P _ L =1 o
for Table A.1.7 and a minimum of 16 hours of CPD esHoF ShH, E A1.1-A.1.6 o] HiEiAs Fa 16 AR
for Tables A.1.1 — A.1.6. Such activities should A|E&HQl V|s/fdet=ss dsfjor sith oldst =&
ensure timely _awareness Qf_ new or modified FAl7|s®Or opg}t A B AAE FAIE QAN AR,
regulatory requ1rements, pollcles,_procedqrgs, et<_:., Bzl £ AZIAAE 37 olAlslS HARIor Stk FA17]S0]
as well as emerging technologies. Training in o —mes 46 nure P o1 o
emerging technologies may be provided through st 282 g s kAL AREsh= AIRgAIRe] g8
co-operation with manufacturers developing or E3] A& 2 % QUL AAIS TSt HA QLTFANEY o1&,
using.the cgncepts. Kpowledge is also gaiped from Bz} 78, AMEL W G4 S0 A ogRE HS 4 Qrh
experience in enforcing regulatory requirements,
implementing procedures, and applying policies and
interpretations.
It is recognised that medical device manufacturing Q|§7]7] AZE 12 XAESIE L J|E =X wWEA
cogsti‘;utis a hi;gk.lly speciilised, [;[Celgir.loloiy driven Aslel= Bokg QXY U}l Eot MBS 74l QAR
an ast evolving sector. itionally, new  _ o 44 o m= o = Txig] A P
regulatory requirements, standards, policies, and BE, 84 8 gapt Elﬂﬂi 71E '|—-|"<_>O] FAIZ FEEL.
procedures are introduced, and existing ones are HEFAl QAS71E HAsH Al7] AEs us 9 AEHQ1
modified fr.om time to time. Therefore, the CAB shall 7|&7|dgts0] AHE Ed] FF9 AAMYE xgel=
ensure Fnamtenance.of the knowledge and skills .of AAKI0] KA 7SS 9x) THels|or sih
the auditors appropriate to cover the scope of audits
of organizations, through appropriate and timely
training and encouraging CPD.

C.4.2 Advanced training elements for auditors HAIRIS 2ot el = 94
As auditors gain competence in conducting audits, AAFAE AIA} 86t 58S AE £E glE ARSH0]
advanced and specialised training is recommended. AR AAK0 oA, ok W Ay tlet 23
The auditor’'s needs, weaknesses, and desires for _

’ ’ AL MERSH SkALE] XA ESE =3 7EA [oxksiI=X = A
career development may influence specific DM—‘E]‘O_] ‘—’jc‘)—}_oo‘—] ‘j:—':g}‘—] Edltdol g2 nE
advanced training courses selected by an auditor. UACE. SEE ZHg gt Aetls ot &2 70
Subjects suggested for advanced training include: ESHEITE
i) risk management, including risk analysis i)

ii)  process validation

iii) sterilization and related processes

iv) electronics manufacture

v)  plastics manufacturing processes

vi) development and validation of software or
hardware for devices and manufacturing
processes

in-depth knowledge of specific medical
devices and/or technologies

vii)

Kl
Hu
X
[>

et B 3 22

=

iv) TREIE AE

v) ETheE AR ZEAs

vi) 771 B RRZzAL0 ARBEE AZEAS EE
Cl= QS = E S

vi) B8 957171 WEE 9g7]so] tist 0] = A
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Annex D
ED.1 AR 2 (E|=HAl] ek
TableD.1 Determination of audit time (initial audit only)
FE3YY £ HAAZH(1+2 B, =) FE5YY = HAARH(1+2 B, =)
Effective Number of Audit time Effective Number of Audit time
Personnel Stage 1 + Stage 2 (days) Personnel Stage 1 + Stage 2 (days)
1~5 3 626 ~ 875 15
6~10 4 876 ~ 1175 16
11~15 4.5 1176 ~ 1550 17
16 ~ 25 5 1551 ~ 2025 18
26~ 45 6 2026 ~ 2675 19
46 ~ 65 7 2676 ~ 3450 20
66 ~ 85 8 3451~ 4350 21
86~ 125 10 4351 ~ 5450 22
126 ~ 175 11 5451~ 6800 23
176 ~ 275 12 6801 ~ 8500 24
276 ~ 425 13 8501 ~ 10700 25
426~ 625 14 >10700 FoIIo:Tvlgrl.o;E::slsiijal‘bove

Factors used to determine the audit time

a) Some factors which may increase the audit time
from Table D.1 are:

i) when more than one main technical area is
required to be audited, the audit time shall
be increased to address any additional
requirements related to the additional main
technical area(s)

ii) complexity of medical devices

iii) manufacturers using suppliers to supply
processes or parts that are critical to the
function of the medical device and/or the
safety of the user or finished products,
including own label products. When the
manufacturer cannot provide sufficient
evidence for conformity with audit criteria,

=
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g2 20| e + AUtk

i)

ii)
iii)

ShL oldel Sia ViERopr AR W, HARKES
F7F rIsEort HEE He FF @FARE
CHR7] flall S7H=0j0F S
A7V EdE

RiolAl 2y sh= RES Eetslo] 95717
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then additional time may be allowed for each
supplier to be audited

iv) manufacturers who install product on

customer’s premises

NOTE Time may be required to audit
customer site or installation records
review

v) poor regulatory compliance by the

manufacturer

vi) multiple shifts, number of production lines
etc. may increase audit duration

b) Some factors that may reduce the audit time, but
not by more than 20% in total from Table D.1,
are:

i) the organization’s scope does not include
manufacturing and is activities such as
wholesale,  retail,  transportation  or
maintenance of equipment, etc.

ii) reduction of the manufacturer product range
since last audit

iii) reduction of the design/or production
process since last audit

c) Audit time performed solely for the certification
scope of “Distribution or transportation Services”
may be reduced up to 50% in total from Table
D.1.

Conducting ISO 9001 and ISO 13485
Together

When determining the required time for conducting
an ISO 9001 and ISO 13485 audit together, a
minimum of 25% will be added to the minimum
number of audit days calculated per Annex D.
Conditions where additional time may be required
include differences in scope, effective number of
personnel, etc.

This applies whether the CAB is conducting an
integrated audit or a combined audit.
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b) ¥ D.1 oA FA| MAKKIZIO 20% 7K =S & e H
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) ER WAL X EHGA out §5 s
84 Et AW SRES 59 49
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i) Ak AL O1F HIBO A e M4 meAat
E45 A9

O WA ‘95 Eb 25 AHIZY A well diElMw
QAL SEEE A9 E D1 oM &R AR
50%7HK 4=E 4= Uk

ISO9001 2! ISO 13485 2] SA| 284

ISO 9001 I} 1SO 13485 AAIE ZAlo] 4dlsl=d QRS
NYe Z2AS i, H&M D o] wel AAE AAISO
F|aghol Z4 25%7F 7HHEATE F=7F A0l QTE & U=
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ISO/TR 24971:2020 — ISO 14971 X240 Clist x|Xl

ISO/TR 24971:2020 — Guidance on the application of ISO 14971

*  GHTF/SG4/N28R4:2008 2|27|7| HZHXt FSEZGAAH0 CHS FHIE HALE 218 Jto|=2fel - o 18 :
Udk QLALSH
GHTF/SG4/N28R4:2008 Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device Manufacturers
- Part 1: General Requirements

© GHTF/SG4/N30R20:2006 2|27|7| MZEUR ZLAYAAHO] TSt FHIT HALE U Jto|=afel - & 25 :
FHIE AAF H2
GHTF/SG4/N30R20:2006 Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device
Manufacturers - Part 2: Regulatory Auditing Strategy

*  GHTF/SG4/N33R16:2007 2|27|7| =YXt FEZAAAH Cict AAIE HAE I Jtoj=2tel - H| 3 8 -
A A B
GHTF/SG4/N33R16:2007 Guidelines for Regulatory Auditing of Quality Management Systems of Medical Device
Manufacturers - Part 3: Regulatory Audit Reports

© GHTF/SG4(00) 3:2000 MAIY DS QFARY (2I2717] MEUR ZLAYAIALN st FHT HME A
Jtol=atel - & 15 : Ut QAL - HE 2)
GHTF/SG4 (00) 3:2000 Training Requirements for Auditors (Guidelines for Regulatory Auditing of Quality Systems of Medical
Device Manufacturers - Part 1: General Requirements - Supplement 2)

* GHTF/SG4/N83:2010 S|2717| MZYXt SHFYAIAUON TS FXIZ MALE I8t Jto|=atel - x| 42
SaARPE Mt
GHTF/SG4/N83:2010 Guidelines for Regulatory Auditing of Quality Management System of Medical Device Manufactures -
Part 4: Multiple Site Auditing

* GHTF/SG4/N84:2010 9|2717| MXYXt SHPYAIAUON CHst FRIZ MALE I8t JtolSatel - x| 55 :
Zaxle| MEYR} 22| A
GHTF/SG4/N84:2010 Guidelines for Regulatory Auditing of Quality Management System of Medical Device Manufactures -
Part 5: Audits of Manufacturer Control of Suppliers

. AHWP/WG7/F001:2014 - 9|27|7| EXAUA|AE X[ - S HX} @ AFSH
AHWP/WG7/F001:2014 - Guidance on Medical Device Quality Management System- Requirements for Distributors

° GHTF/SG1-N29R16:2005, “2|27|2|" 20{9| HoIE CIF= HEHEAM
GHTF/SG1-N29R16:2005, Information Document Concerning the Definition of the Term "Medical Device"

° GHTF/SG1/N77:2012 2|27|7| &&F %!

GHTF/SG1/N77:2012 Principles of Medical Devices Classification
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