.{\
(3’@

Title:

S
Client QMS Aud@b,
@/MDs T o’
(@] ervices @ﬁesmmws@mg@

Quality | Medical | Devices

p— A N
Doc no.: 00102 Doc type: P \v Vérsion' 3
Department: Conformity Assessment and Process: Conformity Assessment and Au g E@@Date 07/01/25

Auditing
Author(s): Blaimauer Ingrid Reviewer(s): Varnéy Mark; Groh&a; )%pprover(s) Blaimauer Ingrid
GRP - QM Teamfor QM Review - Any

(a\

RN, =

Table of Content H#

1. General B ............ooou0mwmmme sy e i s s e vn s s s sas s ss 3
2.  Flowchart 2HE................. { \Q' ..................................................................... 5
3. General Information —f&{5& Y. ..., ‘&7\ .................................................................. 7
4 Auditing Quality Man@eme%@vstem BREEEAREE . oo 8
4.1. Information omrg}ucatlon Technology for Auditing (ICT) H& P&
fEREEFEHER (IC&{ ..................................................................................... 10
Initial at| n /JUMIE ........................................................................... .10
@1 é@nt 15— B EYEETAR . it s R A o 1

4.2.2} ta 9aud|t B I B cnummsusinanconsianiansig s oo s o s e so L. .
4.3. Sur@lance AU U8 B B HE s cusinrsanvaanssss iy s ais e s s 16
4.4 Calculation of audit time BRI I R . oo v s s ar e 16
4.5. Re-certification FAAE. ......oooverveeniniiiinsinsissisis s seseesrassenees \(b' .......... 19

4.6 Follow-up audits BB E B ....veniiiieiieir e ea
5. Unannounced audits and for-cause audits Kﬁ%ﬁﬂ%ﬁﬁ&ﬁ HEERZ 22

(O\'\ 5.1. General aspect related to a contract 5-& FEfH X —RE I)\ (Z} ......................... 22
O

5.2.  Determination of frequency STREBITAE «veuvernerrnnes e Qe ¥ ed N, 22
5.3.  Defining audit team BHEEMHIE ovvrresirenins :Q' ..... T 24
5.4. Scope of Audit. BEITERE ..ovvenen. W SR & s O® .................................... 24

Preparing the on-site audit IZAEZES......... @\) ........................................... 27
6.1. Administrative organisation/préparation TBHRSHEETE ....cooniiiiinnnen 28

Conduction of the on-site audit IUAEEAIZERE. ........ocovvvviiiiniiiii 29
7.1, Opening Meeting BIRE . ....covimiuiiiiiniiirmiii s 29
7.2. Carrying out the q{N management system audit FEEHRERFZHWT .. 29
7.3. Communicatio m&@ audit FETEBBIEE ... 30
7.4. Non- confor es Z< .......................................................................... 32
7.5. Prepa dit @'clusmns BRI HITE v vvvrrvrrrrsrnnnnninanrieesanssenanannnennnes 33
7.6. q&\ B BB s voessemnconommonnssnoen sons s GSEEHFHEEEESAFHS TR SHRSR RS st 33
7.7. JI%EL% .................................................................................. 33

n
contaj, th/s document is CONFIDENTIAL - PRIVILEDGED and only for the information of the intended recipient and
@ot be usépubhshed or redistributed without the prior written consent of QMD Services GmbH. Uncontrolled when printed.

Page 1 of 39

(OO




AN

O
"4

Title:

\\
@M D . Client QMS Aud)%o C}Q@
Services BT SR A IS

Quality | Medical | Devices N\

L N,

Doc ho.; 00102 Doc type: P e Version: 3
Department: Conformity Assessment and Process: Conformity Assessment and Au g Effé@ Date: 07/01/25
r.l

Auditing
Author(s): Blaimauer Ingrid gi\se_wgl\r;l(?;aVr " ' i !@;ﬁ \)(%prover(s): Blaimauer Ingrid
) he®)

8. Procedure in case of no access is gra AR VR A DRI ERE......... 36
8.1. Abortion of audit B HIE ... 36
B T Y | U3 T U] = 2 37
8.3.  Transitional provisions -M \@’icle 120(3), IVDR Article 110(3) I E - MDR
% 120(3)%. IVDR % 110(3)% N 37

0@ \{}{&
O C

S
¥ ) &
O
\ &4 )
Infﬁ contei&h this document is CONFIDENTIAL - PRIVILEDGED and only for the information of the intended recipient and

ot be uséd,)published, or redistributed without the prior written consent of QMD Services GmbH. Uncontrolled when printed.

®\>

Page 2 of 39

9,



o s
Client QMS Aud@b \>

M D Services @ﬁggmggﬂw@ ;g\

Quality | Mediical | Devices \ V§
Doc no.: 00102 Doc type: P \ rsion: 3
Department: Conformity Assessment and Process: Conformity Assessment and Au Je] Eff; Dat;: 0_7/01725 - -
Auditing
- — - }
Author(s): Blaimauer Ingrid Reviewer(s): Varnéy Mark; Grohraa; C)Ypprover(s): Blaimauer Ingrid
GRP - QM Teamffor QM Review - Any ~

1. General

This process describes the quality managementisystem audits of manufacturers of medical
devices regardless of specific company structures. It includes the planning phase of regular
and special audits and defines the prep ion, implementation and follow-up of the quality
management system audits and on-si %.‘tlvities according to Regulation (EU) 2017/745 or
RE (EU) 2017/746.

The planning activities like dev
critical supplier, etc.), select n
conducting an audit, and

Management”
According to the r n sb\gaegulation (EU) 2017/745 or RE (EU) 2017/746 QMD
Services will asse é

{a\t\ng the audit programs (e.g., manufacturer,
au | am, creating an audit plan, preparing for
ai nce are described in "SOP-00123 Project

« that th |ty agement system of the manufacturer meets the requirements of
Regulatipn (E 17/745 or RE (EU) 2017/746;
= th e manufacturer complies with the documentation and information obligations

t in\fé relevant annexes and that the necessary procedures for the

imple tion of quality management systems are taken into account;

s, that the manufacturer does not use the quality management systems or product
assessments in a misleading manner.

The result from the system audit is used for the certificate according to “"PRC-
Certification Decision”.

The following person are involved in the on-site audit: @ \A

= The lead auditor represents the notified body and is respon 'b@or th d|t
process and the coordination of the audit team. The lead audj is r@onsible to
assure that the audit objectives are met and that the aud%roces%us effective and

efficient.
= The auditor works as a fully responsible member m\\audlt.@%m under the
coordination of the lead-auditor.

s« Experts and Product Reviewers contribute e|r s C|al expertise and are
responsible to collect the necessary informati the objective of their
specific assignment. They inform the'lead a the on-site audit about the
results of the assessment of the'technical docu tlon

» The project leader acts asccommunicator/c act person for the auditor.

Based on results from the product asseéssmentfthe lead auditor and the project leader may
agree that the experts shall be part of the on-site audit team.

In the case that the product reviewer takes part in the on-site audit the product reviewer will

coordinate their on-site actmhes@bh the lead auditor within the common audit plan:
Whenever possible from the d audit times, they will participate in introductory and

closing meetings. The expe espo.n\‘ﬁlble only for his expertise part. Findings are
integrated in the commo ion I|

Audits may not be s 0 auditing or certification organisations.

Operations (Plan sur hat the Audit Team has the competence / authorization for
auditing the a h%le a ies.

ot be uséd,)published, or redistri

@\)

o
\ o4
Infc ﬁ/ this document is CONFIDENTIAL - PRIVILEDGED and only for the information of the intended recipient and
@ buted without the prior written consent of QMD Services GmbH. Uncontrolled when printed.

Page 3 of 39



" &N
5009

@ M D Services

Quality | Medical | Devices

Title: " )
Client QMS AucUbQ (O
Eﬁagmfzﬂmgg% 1\@\
Doc no.: 00102 Doc type: P (\‘ﬂrsmn 3

Department: Conformity Assessment and
Auditing

Process: Conformity Assessment and@ Ef@m Date: 07/01/25

Author(s): Blaimauer Ingrid

V
C)Approver(s): Blaimauer Ingrid

1. BN

AREFE TR BT S WbiE M e R
Eﬁﬁﬁﬁﬂﬁﬂm&,#ﬂiTWﬁ
(LR R#R"MDR/IVDR™) #47/E

RS S RIIE B, @E%mﬂﬁk&é? Lﬁ SRR ) |
R RS R R Yo) 3 FHEBER) .

BEMAIATH %, ARLEAFA

PUEEHMIRI PR o P9 TR 25 7 LT A%

€ ML (EU)> 2017/745) 8 (BB (EU) 2017/746)
%$$ HSpiEs & SEM S RGBSR,

I MDR/IVDR %%, QM Serv(ée\s BT W

o BIETIH h {5 MDR/IVDR MlsE:

#

UTFARSES5MGEZ:

. %%ggzﬁﬁﬁﬁQWiWﬂimiﬁﬁ{ BX%, HEEINERNEFUKELREE

#ﬁéﬁ%@ﬁﬁ%ﬁ@@%ﬁﬁmn%ﬁﬁm S
%04 EEE Y (PRC-00132 AERSEAZRF) hilb+ SRR IKIE -

ARG E. FRRIRH

~®

o HRMK. RRAENM, SRBANEZIERERANATIE, ﬁtﬁéﬁﬁ%%ﬁﬁ%ﬁL

PR B 5 B,
o HEBR: AFZAKKMAET,

VER AN IERE R, MorA&d

o BAREFHE=RIPHER: RAEHLLUWIKSR, IS

R, ARTRDR AR S P 4

o WEMFA: MEJVFZINRKIPHAAM
MR IR, FRA KA 5157

#HE Y E RS SIS, K% TIEN%
LRSI, BT RESINE K W

ANGE—HIBHRHERS IR

EREMAFRAK.

P Z T RIESE N

$&I¢$ﬁ%@%ﬁ@$&ﬁ%ﬁé€k
%¢§MX$v@mm%mﬁﬁ%&ﬁ

BEI] (FEZRRD R R
0'.0

g, O

hﬁm§hﬁmmu TN

S ZA KBTI 7EBTERR (R

. BFRUTHEE LB R TEAT, RIS

>

n this document is CONFIDENTIAL - PRIVILEDGED and only for the information of the intended recipient and

In, cont.
@at be ﬁshed or redistributed without the prior written consent of QMD Services GmbH. Uncontrolled when printed.

45>

Page 4 of 39




N\

[.‘] M D Services

Quality | Medical | Devices

Title:

Client QMS Aud®§> C}Q(O
@ﬁ%&bﬁ%ﬂ%ﬁ%&%{@

Doc no.: 00102

Doc type: B

a Vérsion: 3
QO

Department: Conformity Assessment and
Auditing

Process: Conformity Assessment and

diting E@(yéoate: 07/01/25

(@)

Author(s): Blaimauer Ingrid

)TK'pprover(s): Blaimauer Ingrid

2. Flowchart #iEE

Process Flow Fi%iffe

| Responsibilities

Remarks

&

O "
.{\ LA <= A, >= 4
<= Input, >= Qutput
PL < Information to be provided acc.
b -00123 Project Management”
< Checklists
> FO- t QMS Sta
LA report
<> Database of QMD Servi
LA

(> ~F0-00391 Audit finding list"

<> Database of QMD Service
< “FO-00410 IV _Assessment

Program”/

> “F0-00392 Client QMS Audit

Report”

> “"F0-00391 findin 4

> Database WIS of QMD Services
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3. General Information .
N

The main objective of a quality m ‘ggemen system audit is to assess the overall
effectiveness of the auditee’s quali ma&q ent system, including compliance with
applicable regulatory requirem

Initial certification of the ity m@?ement system under MDR/IVDR requires a two-stage
audit process. To main ification, the auditee’s quality management system must be
monitored through s I ncggﬁdits in the subsequent years following the certification
decision, along wi\\recer@ tion audit in the fifth year, timely prior to the expiration of
the certification b

Quality man ent em audit and relevant technical documentation assessment shall
complem ch o , preferably evaluating the same medical device sample(s) or at/dleast
same dev tedory. Audit planning includes technical documentation assessment results.
Theyauditor is ided with the results that require consideration by the project manager.

The quality management system audit is carried out according to the applicable client s
assessment program. This document shall be used to acquire the information from the client.

Changes might occur based on the result of the system analysis (if applicable\a\@'of the
assessment of the technical documentation.

During initial certification, the on-site audit (stage 2) can only take plac G_Qer th x?é
oQground isfequired.

review (round) of the TD assessment is completed regardless if a sec
As preparation of the assessment of the quality management syst @MD Q?ices will carry

out the following tasks prior to the on-site audit: ,{’(\
. .
= assess the technical documentation submitted in ac nce v@\the relevant
conformity assessment Annex, and draw up an a ogratme which clearly

identifies the number and sequence of activities ired tg,demonstrate complete

coverage of the manufacturer's quality mana ént Sé@em and to determine
whether it meets the requirementsfefyMDR/ ,

= jdentify links and allocation of reSponsibilities a CLzhe various manufacturing sites,
and identify relevant suppliers and/or subcontr rs of the manufacturer, and
consider the need to specifically audit’any’ of those suppliers or subcontractors or
both,

« define an audit program the objectives, criteria and scope of the audit (*FO-00410
MDR Assessment Program”/ “FO-00412 IVDR Assessment Program”), and draw up an

audit plan ("FO-00384 Q%udit Plan”), that adequately addresses and takes
account of the specific ements for the devices, technologies and processes
involved, )&6
= draw up and keep to da r class I1a and class IIb devices / class B and class C,
a sampling plan_f ea sment of technical documentation as referred to in
o

Annexes IT a coyeting the range of such devices covered by the manufacturer's

application. plan | ensure that all devices covered by the certificate are
sampl;@ theaq@lod of validity of the certificate, and _

s«  sele & ssig \appropriately qualified and authorised personnel for conductllng the

indiwi | audits® For the Technical Documentation conformity assessment project,

o

& .
contain@v this document is CONFIDENTIAL - PRIVILEDGED and only for the information of the intended rer:lp_/ent and
ot be us@published, or redistributed without the prior written consent of QMD Services GmbH. Uncontrolled when printed.

Page 7 of 39

Inf



M D Services 7 B MR RIS ‘ )@\

x
] it —4%—\@
Client QMS Audi \> 00(0

Quality | Medical | Devices

Doc no.: 00102

L)
Doc type P? e ; 8§rsmn 3

Department: Conformity Assessment and Process: Conformlty Assessment and Y Eff @ Date: 07/01/25
Auditing é
Author(s): Blaimauer Ingrid Reviewer(s): Varney Makk; Groh a; d)ipprover(s)_: BIa_imaEer I_ngrid
GRP - QM Teamffor QM Review - Any N
~— R ——

the respective roles, responsibilities and authorities of the team members are
documented in the order planning of the respective project.

if the applicant does not yet have a quality management system according to ISO
13485 of an IAF recognized accredited certification body, or notified body, in place a
system analysis (stage 1 audlt) ill be performed prior to the on-site audit.

3. —fRfs 8 {\
& %ﬂaﬁx%%ﬁﬁ@%ammﬂa%ﬁw R ROBAANE, AR N TR OEMER

o

/f# MDR/IVDR ¥, i ﬁ% DWE RPN B A . SR, R Z IR
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)\aeiﬂiﬁi%EﬂZ@i ﬁ%frt' AT AT REE T MK E R
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s ITAIID Eﬁﬁ%‘tmﬁﬁxﬁ(ﬁﬁWﬁhﬁ?*%ﬁmiﬁ%&ﬁi#ﬂ:EP
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4. Auditing Quality Managenient,system ®\)
The QM system audit includes:

1)

2)

3)

Information and evidence of complian€e with all requirements of Regulation (EU)
2017/745 or RE (EU) 2017/746 for the management system and other applicable
normative documents; especially ensuring that the quality management system for
the products covered me he relevant provisions of Regulation (EU) 2017/745 or
RE (EU) 2017/746 at \w stage, from design through final quality control to ongoing
surveillance; ﬂ

Monitoring of pe @ance\q’ée surement, reporting and verification by key

performance ta (co ent with Regulation (EU) 2017/745 or RE (EU) 2017/746
regarding ex atlo the management system or other normative documents)
espeC|aIIy e s required by Article 10 and Chapter I, Section 2 of Annex IX

of MDR

}he manufacturer's management system and its performance in
cor@llance with the general safety and performance requirements;

Infe

\oJ
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4) Audit the control of processes on the premisesgof the manufacturer's suppliers, when
the conformity of finished devices is significantly influenced by the activity of
suppliers, in particular when the manufacturer cannot demonstrate sufficient control
over its suppliers,

5) Conduct assessments of the tecgical documentation ("SOP-00103 MDR TD

Conformity Assessment” / 124 IVDR TD conformity assessment”) based on its
sampling plan,

6) QMD Services ensures t d|t fi d;ngs are appropriately and consistently classified
in accordance with th |rem of the Regulation (EU) 2017/745 or or RE (EU)
2017/746 and with ards, or with best practice documents developed or
adopted by the M The re recorded and managed by using "FO-00391 Audit
finding list”. g

of

The detailed requi %ﬁ ﬂ%&U) 2017/745 or RE (EU) 2017/746 which need to be checked
on-site are inclu \ A 469 MDR Client QMS Audit checklist” / “FO-00473 IVDR Client
MS Audit chec

The audit t ust @alyze all information and audit evidence collected during the auditite
evaluate find&;@é and agree on audit conclusions. The result of the audit is summarized
in_an‘audit repoQ} 0-00392 Client QMS Audit Report”.

All applicable ggcesses are to be reviewed.

S

The.quality management (QM) system audit takes place at the customer's locations. In

certain and justified cases, the audits can also be carried out in hybrid form. &h eans that
at least one auditor is present on the premises of the manufacturer and oth bers of
the audit team participating from elsewhere using information and comm ion 6

technologies (ICT).

4. RESHERE d

REFHAARRREROHEU TNE

1. SEEHERR R AR R ARG A SRS, WA
I (BU) 2017/746) DR SCHL5S PR St sk - Lo R T = PO R
HRIEMRI . SRR BB B VB, e Eaus ke St

2. U, WE. 1RE SIEATEE, GiRBAIx TE A AROTE (/1 MDR 5 IVDR % 10
RIS IX B 2% Wer gl (KPD TR ;

3. EEEEHIETERY S EAR R A SR D B AL 2 5 ARTR G IAUREL

4.&%%%WAM$E%11E%%ﬂ% sl T AHE IR BRI A AR, ok
BB R YHGHE )

5. ARt 3 %@@:ﬁc#@@ﬁm (B (SOP-00103 MDR HARL AL /
SOP-00124 @1 &7&@#@9 PR )

&
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6. QMD Services R AIUKIE (FRENEN(ED)2017/745) 2 (BREERL (EU)
2017/746) . HBXARHE, B MDCG i/ il LR STPFT1A 24 L — Beto ). ERAERTL
IBRIFET (FO-00391 HHRILALE) T4 o,

T EAEIURWIARERZRIFER <<Fo-00{6\@bR % QMS BEIEER) / (FO-00473 IVDR £

MS BEER) .

Q A{H \’ ’@
E&ﬁ%ﬁﬁ&%&ﬂ&¢%$&ﬁ’a%ﬁﬁ%,uﬁﬁﬁ&ﬁﬂ#%&ﬁ&%mo$&%%5%5§$
(FO-00392 %P QMS BEAR) . (O

@?ﬁ;ﬁfﬁa@ﬂﬁi@fﬁi&@ &

Aﬁ%ﬂﬁs%z@gpg%eﬂﬁ ATEAER, IRARRATYABHTER | WED £ BER

TTEHNERGIG, W RS REERA (ICT) mkzs.,

O
4.1:Inf ation and Communication Technology for Auditing (ICT)
ICT'may. be ufilized for auditing and assessment purposes, including but not limited to:

» /Virtual meetings: Conducting meetings via audio, video, and data sharing.
¢« Document Auditing: Remote access to documents and records, either synchronously
(real-time) or asynchronously (when applicable). ’ @'
« Evidence Recording: Using video or audio recordings to capture infa;@}bn and
S
AN
® Conducting virtual site audits. %

evidence.
s Virtual Access: @
ﬁ Accessing potentially hazardous locations (due to poli i@'rssue@}'?me, or
natural disasters). \Q\
The use of ICT must be mutually agreed upon by the auditee, &t ﬁ ing organization
before implementation, adhering to information security an%ta pr tion regulations and

documented in the audit plan. é

For virtual audits, the auditee's infrastructure should ilize %r example, during a
manufacturer's on-site audit, participantsfifem vi |te56(é)/ join via platforms. Audit
reports shall include details on how ICT#was used.

®\>
4.2, Initial certification

Initial certification of the quality management system under MDR/IVDR requires a two-stage
audit process

During a stage 1 audit, the augit 's readiness for certification is evaluated.

In the case of new customer a@e em analysis shall always be part of the conformity

assessment process whethetf\they are 1SO 13485 certified or not. If the organization is

already certified accordi I1SO 1 5 the main focus during the stage 1 audit shall be

given to the MDR or I equi ents. “"FO-00379 Self-declaration - providing ISO 13485
vid the client.

certificate” should @o

A system analysiSw§, carri ut as a desktop document review. However, the lead auditor
can decide fx r‘an :\\T\— ite audit or a remote audit or a combination is required for the
evaluation rea' ess for the certification audit stage 2.

42
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4.1 ERE@ERFEREA (ICT) E*&*H‘Jﬁ’i%

ICT A FF 4% 5 475 5, @%@Wﬁ(\

o EHMISU: EEEH. I

ﬁ?@ﬁﬂ@%u

e B <%Eﬂ\}zﬁi@%ﬁ%wmﬁ5iﬁ;

o LHEIAR:
o ERITHIA:

pug il ‘/FJ

LJ
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EHEAN

4.2 FIRINE

K3 MDR/IVDR #t 17T REEHAE R MFIVCGAIE, 7R AP BLH ZIREE.
FEE—M BEZ A, I TT IA I L

HRFES, WERHZERA ISO 13485 iFH, HUMMNEMMFE
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ISO 13485 A1k, WEE—
ISO 13485 HHEAWKD .
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4.2.1. Stage 1 audit

WIE T

X

\
}W@? | -
B TR R EFH R TES B ST R B X7 .

T2ZFHT SHRRIMBTTHREFAR, HRHEREBTE 5 HIRRY

AR B 5 UER:

WIS TIRERI 2B T RRALE IT Wi, B, ARlEERgERT, Ths
W FEZARY P ICT AT AR E.

o W=
<

A stage 1 Audit contains the follqw,g aspects:

Review of the quallt

Determine the pre
Factors influenci
The status o d|

& @ x 1

gement system
ess

dit ti aud|t plan for stage 2
ompany and his understanding r
re

the stage 2 audit

quirements, aspects, processes,

JIVT £

ed in the assessment

e full scope shall still be addressed.

Slibke 3

O

N

S &
\)@

o

Sr. HHOHFE

EEZF (FO-00379

AR BRI 2

Ry, (BFEZNAERMNESED

egarding system, key
objectives, and

performanc |gn|f
operatmn%
«  Obtain, rmation regarding the scope of the management system,

mclu%

contain

&
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*  The client’s site(s)
® Processes and equipment used
% Levels of controls established (particularly in case of multi-Site clients)
«  Applicable statutory and regulatory requirements
»  The level of implementation (th h the assessment of management review and
internal audit activities) @9
Declaration of liability fro
Status of documentation
of Regulation (EU) 201

Appropriate proces?J
|
gx extensive critical supplier list, then time may be required
to be add he. | certification audit to ensure proper controls are in place
= Plannin reso@es needed for the stage 2 audit

The system umented with a report using "FO-00471 Client QMS Stage 1 réport”.
The audit ads audit report into WIS and Operations submits the report immediately
aftenthe it to the client.

In the event c@ negative result of the system analysis, the assessment is terminated Wwith7a
negative result.

\op anagement in place

rmi ith the requirements of Section 2.2 of Annex IX
ulation (EU) 2017/746

risk and a process for clmlcal evaluatlon |n place

3

R

%

Asstage 1 audit can be repeated once within 60 days after the client has been informed about
the negative result. In case that the second stage 1 audit results again in a ng e decision
then the conformity assessment process will be aborted. f '

The PL initiates the final review and decision making process with the rec @endat@o abort
the conformity assessment process.

In the event of a positive result of the system analysis further step f@he sy@m audit (stage

2) can be planned. The auditor agrees the audit date dlrectly t and informs the
project leader accordingly. The project leader informs the o assign the orders
for the stage 2 audit. The project leader must always en hat t results of the system
analysis are taken into account in the QMS on-site au
Note: If the system audit (stage 2) is not carried out 6 mc@%s after the system analysis,
a new system analysis (stage 1) is required. Q

4.2.2. Stage 2 audit @

The same lead auditor should perform'stage 1 .and stage 2 audits.

Stage 2 Audit aims to evaluate the implementation, including the effectiveness of the client's
quality management system. Stage 2 shall take place at the site(s) of the client. In certain

and justified cases, the audits ca o be carried out in hybrid form. That means that at
least one auditor is present on @ﬁemlses of the manufacturer and other members of the
audit team participating fro ’&,sewhe e using information and communication technologies

(e 20
For MDR/IVDR, the a:;di,QEam @Zﬁ cover ALL MDT/IVT codes.

incluog}he Auditing of at least the following:

The stage 2 audnt%
= Infor nd avidence about conformity to all requirements of the applicable
quali anag nt system standard or other normative documents

contain this document is CONFIDENTIAL - PRIVILEDGED and only for the information of the intended recipfent and
t be us@pubnshed or redistributed without the prior written consent of QMD Services GmbH. Uncontrolled when printed.
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» Performance monitoring, measuring, reportingand reviewing against key
performance objectives and targets (censistefit with the expectations in the applicable
quality management system standard or other normative documents)

* The client’s quality management system ability and its performance regarding the
meeting of applicable statutory, ulatory, and contractual requirements

=  Operational control of the cli rocesses

= Internal auditing and man %nt review

» Management responsibili t's policies

= The audit team shall an e aII rmation and audit evidence gathered during stage
1 and stage 2 to revi he findings and agree on the audit conclusions.

dit fi gs are appropriately and consistently classified in

r:gﬁ\lf the Regulation (EU) 2017/745 or Regulation (EU)

QMD Services ensures th
accordance with the
2017/746 and with %

adopted by the
"_S_t".

ts ards, or with best practice documents developed or
. Th%s> re recorded and managed by using “FO-00391 Audit finding

&
The detailei@ire éfits of RE (EU) 2017/745 or RE (EU) 2017/746 which need to be

checked o

A formal'elosing”meeting, where attendance is recorded, shall be held with the client’s
management and, where appropriate, those responsible for the functions or processes

audited.
The purpose of the closing meeting, conducted by the lead auditor, is to pr \t ez;dlt
he
LRR Client

conclusions, including the preliminary recommendation regarding certificati

which should be addressed during the closing meeting are included in “Fi

QMS Audit checklist” / “FO-00473 IVDR Client QMS Audit checklist”. \>

Any nonconformities shall be presented in such a manner that th @unde ood, and the
timeframe for responding shall be agreed. ,\\’

The customer needs to accept the non-conformities by SIgnWO 0 1 Audit finding list”

before the on-site audit is closed.
%ence@ected during the audit to
f the audit is summarized

The audit team must analyze all information and audit
evaluate audit findings and agree on audit genclusi
in an audit report "FO-00392 Client QMSAudity

All applicable processes are to be reviewed

In the event of any detected discrepancies, cettificate issuance can only take place after the
non-conformities have been closed-out.

4.2.1 E—MBEE (Stage 1 AQ
%~M&$&EEQHTWE;;V <§A
o WHERETHEL

o MERAGE _\#@Ex IRHIUERE AT
*

. FEH ‘M&@%ﬁ@ﬁﬁ&ﬁﬂ%@ﬁ,

Infor & l'h/s document is CONFIDENTIAL — PRIVILEDGED and only for the information of the intended recipient and
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Surveillance audits are carried out to ensure thatsthe manufacturer in gquestion applies the
approved quality management system and the post- market surveillance plan. Those audits
and assessments shall include audits on the premises of the manufacturer and, if
appropriate, of the manufacturer's s and/or subcontractors. At the time of such on-
site audits, QMD Services, where ne¢essary, carry out or ask for tests in order to check that
the quality management system |§%'kmg§q°perly

At least one of the codes withi \@able code category (e.g., MDT, IVT) must be

4.3. Surveillance audit

covered at each survelllanc

The first survelllance e initial audit needs to take place within 12 months after
issuance of the ce that project planning ("SOP-00123 Project Management”)
will verify that sighi y system changes have been reported by the manufacturer
(“FO-00411 1V tr ication” or "FO-00567 MDR Change notification”), the auditor
i nstrugtion to perform a Stage 1 audit before the system audit.

may receiv
During sué‘ﬁ \c‘} g audits the results from the technical document conformity assessment
have toybe tak to account. These results and follow-up findings are documented in %EO-
00402 Follow Ua Request” and are available for the audit team members via WIS.
Somef’special aspects are to be considered for a surveillance audit. These aspects

included in “"FO-00469 MDR Client QMS Audit checklist” / “FO-00473 IVDR Client Audlt
checklist”. N~

In the case of class III devices, the QMS surveillance assessment will |§$&Jte
a

Surveillance audits are o@rh}[\ er year after the date of the issuance of the certificate.
afte

Wudmg
/or

approved parts and/or materlals that are essential for the integrity of th
where appropriate, a check that the quantities of produced or purch%
materials correspond to the quantities of finished devices. ;

QMD Services will provide the manufacturer with a survelllanc
QMS Audit Report” and, if a test has been carried out, with N t rep

reS “"FO-00392 Client
For any major nonconformity, QMD Services shall define t@llmlﬁr correction and
dﬁ} veri

corrective actions. These actions shall be implemente within 14 - 30 calendar
days. O
QO
4.4. Calculation of audit time @

Audit times are calculated by the means of "EO0-00449 Audit Calculator”. As a basic a_mount
of audit hours the calculation according te,JARMMD9 based on the employee numbers is used
adding 25% for the IVDR/MDR.

Conditions where additional time y be required include differences in scope, high amount
of medical devices in the portfoh e of manufacturinf site, etc. High risk devices normally

require more audit time.
d ’\ﬁ

The duration of an audit
depending upon local legi
The effective num 3@erso@gcon5|sts of all personnel (permanent, temporary, and

part-time) mvol l;be scope of certification including those working on each shift.

A reduction t|m management systems shall not exceed 30% of the times
established i

om{AS hours and may or may not include a lunch break

ntained his document is CONFIDENTIAL - PRIVILEDGED and only for the information of the intended recipient and
e usedO/ lished, or redistributed without the prior written consent of QMD Services GmbH. Uncontrolled when printed.
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Further factors which may influence the duration of the audit are:

* initial audit (i.e. the site’s first ever audit)y=rit is likely that the auditor will require
additional time, for example, during opening and closing meetings
communication difficulties, e.g. language

several conformity assessmenti es for different devices

significant number of certific

audit scope including clas ’ﬁL clas ~l;\devices

number of MDA or MDN \§R (IVDR) codes included in the audit scope
Manufacturers using jers t @ﬁpply processes or parts that are critical to the
function of the me devnnd/or the

« safety of the usa& |n|st5d products the number of non-conformities recorded in the
previous audi X

= Complicate istics@olving more than one building or location

in clgan rooms and / or in-house sterilization activities (MDT 2008,
VT2@08, IVS1005)

If addition%qmr nts are added to the scope of the audit like ISO 13485, additional
audit'time 506 the IAF MD9 time may be added.

4.3 BEHE (Surveillance Audit)

WOBCRERA 0 B A0 R T I 6 R SEST AR e RO B B B R DA e 717 Wt 4, Jtt%%’ﬂ%%ﬁ' %
REEUBAREIE, LIRSS 0 RS RO BRI R/ Sy SRR, LR, o@&erwo& o
IFEEE A RS ZHE A BN, LR RS BT A TR B AT, \> Q@

FREEET, VAEES - FEANE (Gn MDT, IVD) HEL—4 13’ O
/J\’_[’—

\(\
WEEZENETBSRENE ER TR, MRINEEHS— /kﬂ’ﬂ TRE 12 MR
P

SIRA SR ( (SOP-00123 A EH) ) mmumﬁa;@';a:x@%m H (g (FO-
00411 IVDR SEMER) % (FO-00567 MOR L) (ONFe# Sl o s AR B AT

I, @\)

WEETRAT, BRI A IR R R RS R K H R b #adid (FO-00402 FRHIBRZE)
ICR, FFeliRid WIS REEHeeEZEBA s RiEl,

WESR NI ke ak T, IXEENATE (FO-00469 MDR %/ QMS BiZiEE) / (FO-00473
IVDR %/ QMS Hi%iEHE) qﬂﬁﬁﬁ@@

T M 111 5889, EE%E{ p ~A’EE‘%@%@ENWM&H@%%‘Mﬁﬁu/&ﬁ*ﬂrﬁ@ffﬁﬂﬂﬂ (LR EIRS E
ST REY) |, LERHENEREIEGT SR W TR ER T 5 i & — 5
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4.5. Re-certification

The re-certification according to Regulation (EU)s2017/745 or RE (EU) 2017/746 will be
carried out within 5-years after the initial certification or last re-certification or timely before
the expiry of the certificate.

When planning the re-certification by, @ead auditor, the performance of the company's
management system must be tak to account. This includes, but is not limited to, the
review of the company's manag ggﬁt dor\\lﬁ%entatlon and a review of audit reports from the
previous certification cycle.

Re-certification of approve@uallty agement systems or EU technical documentation
certificates is considere sment program ("FO-00410 MDR Assessment Program”)
and has to be carr| R’St, very five years.

the requirem MDR. This shall be planned and conducted in due time to endble
for timely re he certificate expiry date. The on-site audit shall take placetimely

A re- certlflcatlo a ed and conducted to evaluate the continued fulfilment of all.of
before ex zmcate

The manufactu required to submit a summary of changes and scientific findings faor the
device by, the %ans of "FO-00399 Re-certification Client Readiness check”, including:

* fall changes to the originally approved device, including changes not yet notified,

€ experience gained from post-market surveillance,

= experience from risk management,

» experience from updating the proof of compliance with the general%}y and
performance requirements set out in Annex I,
experience from reviews of the clinical evaluation, including the Its 0
clinical investigations and PMCF,
changes to the requirements, to components of the device !@ the @entlﬂc or

regulatory environment, q?:ﬁ;\
§ ations or

= changes to applied or new harmonised standards, C
= changes in medical, scientific and technical know suc@as

equivalent documents, and

& new treatments, 0

= changes in test methods,

s new scientific findings on materials ar@mp ts, including findings on their

biocompatibility,

« experience from studies on/comparable d(@es

« data from registers and registries,

« axperience from clinical investigations with comparable devices.
The received information is assessed by theinternal clinician whereas particular attention
shall be paid to clinical data from post-market surveillance and PMCF activities undertaken
since the previous certification @ ertification, including appropriate updates to
manufacturers' clinical evaluatj ?@corts The documentation for this assessment is done on

“"FO-00399 Re-certification Readiness check”.

The process of re-certific @is egtivalent to the initial certification therefore “"PRC-00081
Client Applications”, SQ 123 Project Management, SOP-00088 Conformity Assessment
Orders as well as ™ R Conformity Assessment Overview” and “SOP-00119 IVDR

Conformity Ass

For any maj onfétﬁty, QMD Services shall define time limits for correction and
corrective ions. T actions shall be implemented and verified prior to the expiration of

Ve
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certification. When re-certification activities are successfully completed prior to the expiry
date of the existing certification, the expiry date of the new certification can be based on the
expiry date of the existing certification. The issué date on a new certificate shall be on or
after the re-certification decision.

In the event of any non- conformltles.d%ted the certificate can only be issued after the
non-conformities have been cIosed

If QMD Services has not comple re{@\‘tlflcatlon audit or is unable to verify the
implementation of corrections corre@t«/e actions for any major nonconformity prior to
the expiry date of the certi he validity of the certification shall not be extended.
The client shall be infor @hd th nsequences shall be explained.

Following EXpII"atIOI’L ific \&} QMD Services can restore certification within 6 months
provided that the ndl -certlﬂcatlon activities are completed, otherwise at least a
stage 2 shall be&u e effective date on the certificate shall be on or after the rex
certification d e expiry date shall be based on prior certification cycle.

4{6. Fol up lts

Arfellow-up au??)uay be necessary after any audit in order to verify the implementation, of
corrective’ measdres to non-conformities. The deadlines for reporting the original audit
remain unaffected. The follow-up audit can be carried out on-site or as an off-site document
check.

The order for the follow-up audit will generaly be assigned after the audit rga&rt\from the
previous audit is uploaded and accepted in WIS. ,\'

The lead auditor ensures that the customer provides the evidence on ti |es with

{ A the project leader the further procedure if the documents are not m

(g\
a>>
5

b

?& allgg n time.
The non-conformity cannot be closed until the action plan has bg% mp and is
accepted by the lead auditor and uploaded in the WIS syste

4.5 Hi\IEH# (Re-certification) é
BiE (B (EU) 2017/745) 8 (BREE#EL (EU) 2016‘)16» ﬁiﬁﬁ#rﬂm TAIESk F—
WEIAUEE RS 5 A=, S AUER 24 A0 & A R O

EEZARKHEIFEIALR, KERS 5 Badl s IR E]’JL%)& XEFEETRRT « FEAAHE I
(KRR, LLRRT—IAEASN SRS

ZEH AR RS FAAR SR B EAR SHEBROFINE CHAEHET (I (FO-00410 MDR iFEH)
), IHREDE S ERIT

FNEREERE 5&%@%%%5&7? 4% /2 MDR/IVDR MAF A Ek, IR TEIER RIS EATIT

HU R A T R BTER ) Jv

iERAEY (FO-003 -m@@ﬁﬁ%ﬁéﬁ» HR AR DL RN AOHEER B

° Fﬁﬁﬂ?ﬂ:@ %‘@%ﬁﬂedﬁﬁﬁ"’r;ﬁ
e g oE- A‘ﬁ
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4.6 [RitH#% (Follow-up Audit)

INFEAEATRR I PRI IR, “‘Fﬁﬁlﬁﬂﬂ if*uBmEiHﬂ:F*ﬁm BOSERIF DL, R BRIEHER A A B i B A%
R AEILR AT E R, IRHE TER e SR REIEAT

Eﬁﬁﬁiﬁiéﬁﬂﬁﬁﬁ{fﬁﬁﬁﬁi%ﬁ%%ﬁ%&z @%r&;—aﬁﬁm

HIZE R AR R E P AT O‘ PoARMEERAS, BRI G TR R A @ F— ARk
%

f%&ﬁ?f&ﬁzﬁﬁ i ﬁ’@ W H EE WIS 28, ZA%A TR AT,

5. Unalgb)me&udlts and for-cause audits

Unannhoun auglf’shall be performed according to Regulation (EU) 2017/745 or RE(EU)
2017/746 Ann 3.4. Unannounced audits shall be performed by QMD Services at least
onceyevery five years on the site of the manufacturer and, where appropriate, of the
manufacturer's suppliers and/or subcontractors. The unannounced audits may be combined
with the periodic surveillance audits (see section 4.3 above) or be performed m itional to
the surveillance audit. Unannounced audits may be carried out in a hybrid ma{

5.1. General aspect related to a contract @ 6
Unannounced audits on the premises of the manufacturer or its gbntractors or
crucial suppliers are regulated in the contractual arrangements b @én th tified bodies
and the manufacturers. There, in acc. with the recommendatimfoll ing points, among

others, are regulated: continuous information on the p vices will not be
manufactured, the measures to be taken to ensure the s Sy of.thé auditors, provide for

financial compensation for the unannounced audits, etc. ( eri mation see "LEG-00455
Terms and Conditions: Addendum” and “SOP-00078 Pq‘cyg Str%&e” ;
O

5.2. Determination of frequency. O

According to Regulation (EU) 2017/745( and Regulati&b(EU) 2017/746 Annex IV 3.4 the
minimum frequency for unannounced audits without a specific cause is at least once every five
years at the manufacturer ’s site (and, if applieable, the manufacturer “s critical supplier and/or
its subcontractors). QMD Services considers the risk class and type of products when

determining intervals.
The following information may a f@"the frequency of unannounced audits:

1) Actual rates of ind% nd/oncomplaints exceeds the expected limits of the clinical
evaluation report (@5 gement report _

2) Information fro contributing experts/product reviewers/auditors regardl_ng:
indications o of a violation of the terms and conditions of QMD Services
indications reach reporting obligations

3) Many ';MQ es from the regular audit, technical documentation review and
cha | |ca\@\qs or objections to audits at a manufacturer's site may also lead to

gt be us: ublished, or redistributed without the prior written consent of QMD Services GmbH. Uncontrolled when printed.
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unannounced audits without cause rore (;Rer) sites of the manufacturer

with further random sampling.
4) Hints from the market/market observa change of state of the art
However, these audits are always for cause-related unannounced audits that are not subject
to the requirement of at least once witr}zfive years.
L J
N\

| o
5. Kﬁ%ﬁﬁﬂ%ﬁ&&ﬁﬁﬁﬁi@ﬁ&\’\&
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5.3. Defining audit t
The selection of audut& out against the criteria set out in "PRC-00005 Allocation of
Resources”.
These audits ar, e sc Ied with at least 2 auditors for at least one day (Recommendation
2013/473/E nex . It is required that at least one of the auditors is a permianent
employee Notified Body and at least one person is qualified as a product reviéwer and
has suffici experieénce in the technology concerned. The audit team must have the complete
gualification fo selected products for which a review is planned as part of an unannounced
audit.
QMDgincludes the planning of such unannounced on-site audits in its assessment program
“FO-00410 MDR As ent Program” / "FO-00412 IVDR Assessment Proaram"\ﬁ’will not

disclose it to the manufacturer.
For-cause audits or audits for special reasons may be necessary, for exan@ for \A

* Expanding the scope

= Short notice announced audits to review complaints, signifi han‘and after
suspension of certificates

In the event of incidents with products on the market, these i@v

unannounced

&\announced and

In the unannounced audits, the audit targets and criteri Qﬁet ed on a case-by-case
basis by QMD Services but include checking an appro of manufactured products

or an appropriate sample from the manufacturing p st@éﬂeck whether the products
i

comply with the specifications of the techhical docu

5.4. Scope of Audit

Within the context of such unannouncedpaudits, QMD Services check a recently produced
adequate sample, preferably a device taken from the ongoing manufacturing process, for its
conformity with the technical documentation and with legal requirements. The check of the
conformity of the device lncludes verification of the traceability of all critical components

and materials and the manufa traceability system. The check encompasses a file reyiew
and, if necessary, to establis for , a test of the device. QMD Services retains the right,

in addition to the steps fo nin ibns 1, 2, and 3 of the Recommendation 2013/473/EU,
AnnexIII, to verify wi\eb»er tr{e}fahanufacturmg activity is ongoing at the time of the

unannounced audit.

Regarding sam egul@ns QMD Services follows the recommendations set out in point
4, Annex III. ’ $\

t be use
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In addition to the steps foreseen in Sections 1,'2, ands3, QMD Services will verify whether the
manufacturing activity is in line with the manufacturers documentation relevant for the
manufacturing and in conformity with legal requirements (two critical processes such as design
control, the establishment of material speC|f|cat|ons, purchasing and control of incoming
material or components, assemblmg, sterilization, batch-release, packaging, or product quality

control). \

5.5. Selection of the prod@! to t{e\\-ewewed

The following criteria are defrq}for t\g@electlon of -medical or in-vitro diagnostic devices to
be reviewed:

1) Ciriticality: Cg med@or in-vitro diagnostic devices are:
ical i \Nifig under Regulation (EU) 2017/745 MDR: implantable Class
ctive devices.
ic devices falling under Regulation (EU) 2017/746 IVDR: Claés €
elf-testing devices, near-patient devices, companion diagnostics

ovative medical or in-vitro diagnostic devices
« M | or in-vitro diagnostic devices for which information regarding Serious
incidents is available
# Medical or in-vitro diagnostic devices with critical production steps
2) Risk class: the following general rule applies: The medical product of th@ghest risk
class in the company's portfolio is selected unless &
= there is another product of a lower risk class that meets one K’ ore c\»ﬁerla in
point 1).
the product of the highest risk class is in a review (ai} amé@r change
notification). V\Q
» there is an indication (by the auditor, product and/or evie tc.) for testing
a particular product (see also "Determining Frequ %a
» the product of the highest risk class has alrxh een ited (in the last 6
months) and there is another lower risk prod@ at I@s ot yet been reviewed
as a sample or change report.
» the product of highest risk class has alre§0een r&wed (in the last 6 months)

%

and there are other productsproduc ups, subcategories of a lower risk
class, for which nonconformities fram préviousaddits are documented.
It is the responsibility of the project leader to select the uct to be reviewed.

5.3 M ENX (Defining Audit Team)
BHERMIETERSS (PRC-00005 ﬁ YECEE) TPRLEIFRIE,

A B R R D P \‘T EEO— K (KHE (2013/473/EU &) 5 I HR) . X
FED— 4R ﬁi&im FREDH — AASEFRITHERER, HAHREARERAS

TR,
B ENMA Sth'l' @?'ID%Q%@@F , IR AT @M BRI K,

NV &
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6. Preparing the on-site audi

In order to prepare the on-site audit (Stage 2, surveillance, unannounced or recertification
audits), the lead auditor receives yia WIS the relevant information about the organization to
be reviewed. 25’

N\
The lead auditor must agree)@ih the client the dates of the audit.

He is also resonsible for inat[,?\\t'ravel, timely start, proper conduct of the assessment
and the necessary re 5. O

The lead auditor m sue t@éudit plan “FO-00384 QMS Audit Plan” and shall
communicate tl¢ atgit pl@t least 2 weeks in advance, to the client. The audit plan shall
include all m S ofihé audit team including if applicable observers and/or witness

auditors. b‘
(2,
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6.1. Administrative organisation/preparation
The lead auditor is responsible for:

= Preparation of the audit plan, including

=  Consultation with the orqw,zation to be surveyed on whether the agreed date

can be met.

= Reviewing the provnsg‘r mfor tion to develop an audit-plan covering all

necessary aspects@

udi %a findings and information from the assessment

of the technical mentation)
= Identlflcatlo @ﬁmcatmg the need for interpreters
* Requnred aI pretective equipment (PPE) e.g helmet, safety shoes, safety

goggle ro lothes
= Ifa oms, the lead auditor is to confirm any special
at the audit team should be aware of

= Agree bﬂth é udit team on audit time and assignments
= Direcé r}% ganization and hotel to the audit team

= m audits, coordinate with the manufacturer the communication
tec be used

Each audit tea@nember organizes for themselves and uploads respective receipts in WIS

directlys

# Hotel reservation and bill
s Transport fees;

@

Note for flight booking: flights are to be booked directly through the& rvices

@‘ booking agency @
\\ The auditors receive all necessary documents to be reviewed prior to t
\, the WIS system directly after the assessment confirmation (see “PR O’é\

(0, Resources”).

A coordination between the audit team will take place in a Q@
audit. The agenda includes:

s  Focal points of the audit Q

= Assessing and sharing any relevant results of
(e.g. review of technical documentation, rev&f cli | assessment)

» Changes in details of planning ifshecessary \)

¢ Planning the shared trip if needed @

« Arrival to the audit (separate, common)

an ?)hjefo

6. MG FEBHE (Preparing the On-Site Audit)

\’\&

re the on-site

@mlty assessment activities
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7. Conduction of the on-site audit d

7.1. Opening Meeting

The lead auditor starts the audit with a formal openlng ng P@Q:lpants of the opening
meeting shall be the client’s management, the PR nsible for Regulatory
Compliance) and, where appropriate, those responﬁ unctions or processes to be
audited. The purpose of the opening meeting, cond audlt team leader, is to
provide a short explanation of the purposé of the audlt ow the audit activities will be
undertaken. The items which should be addressed’during the opening meeting are included

in “FO-00469 MDR Client QMS Audit chegklist”#™F0O-00473 IVDR Client QMS Audit checklist".

The audit of the management sys@v is carried out on the basis of the requirements of the
MDR or IVDR (“FO-004 t QMS Audit checklist” / “FO-00473 IVDR Client QMS

Audit checklist”) and a repo plé g‘g“FO-00392 Client QMS Audit Report”).

During the audit, informatior’rele \t to the audit objectives, scope and criteria (including

information relating t a tween functions, activities and processes) shall be
sam and verified to become audit evidence.

obtained by appr
Methods to obt A} m@\g?\ shall include, but are not limited to:

a) inter &
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b) observation of processes and activities
c) review of documentation and records

Identified non-conformities and corrective actions taken must be discussed with the top
management and its representatives during the closing meeting (see sec 6.6).
A

The audit includes both, the assess f the effective implementation of the requirements
of the Regulation (EU) 2017/745 @EU) 017/746 and the effectiveness of the QM

system in daily live practice. @ \>\\,
As part of the required evidel\c? at leastthe results of a complete cycle of internal system
audits and the manageme@e je (ane considered.

Depending on the de f con of the manufacturer over its subcontractors and/or
suppliers, the reIe% (L:thgt ring processes will be assessed in the manufacturing
r

facilities of thes ntr s and/or suppliers. The justification criteria for a supplier
audit are descrit@m " §E0123 Project Management”.
If an audit ontragtors and/or critical suppliers is omitted, this decision must be

c
adeguatel ifie the auditor or the relevant specialist experts and must already be :
considered in th essment program “FO-00410 MDR Assessment Program”/ “FO-00412"
IVDR Asse efit Program”, as covered in the “CL supplier audit” tab of the workbook.

7.3./Communication during the audit
’&@'ge

During the audit, the audit team shall periodically assess audit progress and e
information. The audit team leader shall reassign work as needed between )h\/ udit team

members and periodically communicate the progress of the audit and an cerns\’\ﬁo he
client. <
O

7. MiBHERER (Conduction of the On-Site Audit) AQ. @
7.1 FiH4&i (Opening Meeting) 0\&, §’\<§\
B BRI R E ST SN T 4, Vog @é
2B 5 NRRIAIE :0 O@

.« FREER; ®\)O

o ERIFFAMRRA (PRRC)
o UEM, BRIEFEG RIS B BR RSO A AR A
THAEIHI H‘JTET&?*Z@E&W%% R BRI AR B B A RHIT A,
RLAE TR 25 R B &{\
«  (FO-00469 MDF@QMS %&%E»
«  (FO-00473 ‘@@F@? CI3=-))
X &
7.2 W17k X%%EY\Carrying out the Quality Management System Audit)
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BEARAVEIZIE T LU FRRAESTHAAT -
* (FO-00469 MDR %/ QMS EEi% %)

« (FO-00473 IVDR %EF QMS B
o  EHEIREER (FO-00392 ER@}S HIRE)
EERZIE T, M iéiiﬁ%’:é@#ﬂﬂﬁ* OUE .\'Tﬂﬂﬁ’fﬁ%xﬁ‘]{%,%‘{’??ﬂﬁ'&“iﬁ% c

o $1‘/< H h‘ \)
o EIIEE ; \TX
o ERELHER ; é

n E@%I‘Eﬂﬁﬁ?ﬁmﬁao
g aﬁ%@@@?

i & TSRO 22

P ANCRAOFE.
@, FERKRW (W 7.6 ) W4, Fik LIRBIGT ﬁé\lﬁi&*ﬁﬁéiﬁﬁﬂﬁfiz/ﬁﬁmﬁﬁ%&%ﬁ@m

,(/{ 4 BRI 7 N - O
\>@ \’\\’ o REAKHET (KBIEM (EU) 2017/745) 5 (EU) 2017/7 @'E@ka
b. o RESHTIT H %ERE TR A, \\ \$\

{ERLENEZILE, BEOTEEMUTHANERNOER 00' @G
o SEEMNHIEREAY ;
o EEIFEIER,

25 R XE PR He 4o G PR A/ A T P ) ol BE A TR RPE FEIT PR REAEIX 2L 43 G0 75 sl R P A P o B 52 B

o

SR TR AR/ 43 WP R RO EI T AR AL L (SOP-00123 TR FHEAEF) .

%K#Lﬁi{t%iﬁf#sﬁﬁﬁﬂi%@ﬁ%f%%@i VIR RSB ARER R B E R, AIZRE

FE%/\%&#?IJ (I (FO-0 MDQ@ELW » / (FO-00412 IVDR IF&HitH) ) , FHFE"CL

supplier audit I{’EZ%EP&@ O\)@'

7.3 ﬁﬁ%lﬁhﬁm&lmu@atlon During the Audit)
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V)
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7.4. Non-conformities

Audit findings summarizing conformlty detailing nonconformities are identified,
classified, and recorded to facilitate n\ ormed certification decision or to maintain
certification. \%

s non-conformity in "FO-00391 Audit finding
ized by the company representative. The company
. This also applies to non-conformities that are closed

Any non-fulfilment of requirem @ls liste
list”, classified by the auditors ahd rec
receives a copy of the aud@qding
during the audit.

A finding of noncopfelthi $ii§§he‘j against a specific requirement / Audit Criteria /
Additional Audit& a abd ntains:
mento the Nonconformity,

= 3 cleaé
= the on gnst which the Nonconformity is raised,
s« id ing i tail the objective evidence on which the Nonconformity is based

if applic b\l§, the identification of the associated device

Minor non-conformities are nonconformities that does not affect the capability of the
management system to achieve the intended results or it is related to a non-fulfillment of an
enabling requirement that does not directly impact the medical device safety an
performance. In the action plan, the auditor assesses the plan of the organiz {‘I

eliminate the minor non-conformity. The implementation is assessed in the audit
(surveillance or re-certification) or in a follow-up audit. @ ’\\,

AN
Major non-conformities are nonconformities, that affects the capab fth @
management system to achieve the intended results or deviatio gal

ns
requirements in the context to medical devices (influence on gen% af nd function of
the device) and furthermore, a non-fulfilment of a reqwrem dir influences the

medical device safety and performance.

Immediate correction, root cause analysis and correctiv vent reoccurrence are
needed. Objective evidence must be made available byt deﬂ due date and approved
by the audit team. This can be done by an_on-site f; -up réview.

Nonconformities could be classified as major,in the foIIo%@ circumstances:

» if there is a significant doubt that ‘effective,process control is in place, or that products
or services will meet specified reguirements;

s« a number of minor nonconformitiesi@ssociated with the same requirement or issue
could demonstrate a systemic failure and thus constitute a major nonconformity.

Any non-conformity from a previous audit, which has not been eliminated, is to be classified
as a major non-conformity, ex&;@ﬁs to this must be substantiated in the audit report.

nt er and immediate action by QMD Services is

so serious that it places i
required, he/she imme ia m&@r the lead auditor and the project leader for coordinating
further actions.

The definitions g Q* conf@mltles are further defined in "REG-00510 Term Descriptions And

If one of the experts in the O&I-{'te audit determines during the audit that a non-conformity is
e ‘c(a?\h

bbreV|at|on
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7.5. Preparing audit conclusions

Under the responsibility of the audit team lead&rand prior to the closing meeting, the audit

team shall:

the audit, against the aud

ectives and audit criteria and classify the

1) review the audit findings, (a@,ny other appropriate information obtained during

nonconformities;
2) agree upon the audlt

the audit process; \}
3) agree any nece oll

rlate

4) confirm the a
required f
suweill&e

Any non- fulfilme@
list”.

re a

usmk@\\taklng into account the uncertainty inherent in

actlons
of the audit programm or identify any modification
(e.g. scope of certification, audit time or dates,

audlt team competence).
reqt@ements is listed as non-conformity in "FO-00391 Audit finding,

uld @@sent their own findings.

Each aude
Allfindings (no \6}9 formities) are documented in the “FO

The customer

7:6. Closing meeting

A formal closing meeting, where attendance is recorded, shall be held wﬁh;%m
management and, where appropriate, those responsible for the functions

audited.

A The purpose of the closing meeting, conducted by the lead auditor, ,Z?‘kre
conclusions, including the preliminary recommendation regardin ication=
which should be addressed during the closing meeting are incléﬁn '

QMS Audit checklist”/ "FO-00473 IVDR Client QMS Audit ch

1 Audit finding list”.

eds to confirm the non-conformities during the closing meeting.

ent S

cosed
@
‘t}he audit

he items

469 MDR Client
N

Any nonconformities shall be presented in such a manner@t they@‘e understood, and the

timeframe for responding shall be agreed.

Nonconformities will be discussed with the€lient to
clearly understood. The Audit Team should refraln
nonconformities or proposing solutions.

sting the causes of

g@%e evidence is accurate and

The Lead Auditor will work to resolve any differences of opinion between the Audit Team and
the client regarding audit evidence or findings, and any unresolved points will be

documented.

The customer needs to accept th%-n -conformities by signing “"FO-00391 Audit finding list”

before the on-site audit is closid\

7.7. Audit report

MDR/IVDR are ful
certificate deq e

later than t

3

S Audit Report” must be prepared by the audit team for

must clearly indicate whether the requirements of the

e are any restrictions which must be considered for the
auditor is responsible for uploading the final report to WIS, no

the on-site audit. Each on-site audit needs to be accomplished
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with an audit report. In case of re-audits a port for the re-audit has to be
provided.

The report must not contain any concealed non-conformities from system elements and must
not give any instructions for action (hidden consultancy).

The next process step is to check all gyidence of the review for completeness (see “PRC-
00132 Certification Decision”).
In the event of any detected di ancié@rtificate issuance can only take place after the

non-conformities have been ¢losed out

\{0 (\O
7.4 RHLH \(;?\;&?f'ogwﬁi

L RIIBL R EEE PR RIS P A2 AT,  PUSCFRAER S s AN,
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AN
< o HNEA, MR A, ~§
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o WRHHEMERFE, FHERESTS
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7.5 HELEICHTR (Prepari@\'&dit Clusions)
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8. Procedure i of no access is granted
1) In case thm dctureror a critical supplier prevents the auditors to carry out the
unannoun -si dit despite the manufacturer’s agreement to the terms and
conditio, QM rvices, the auditors need to emphasize the consequences on4site

uently“<issue a negative audit report.

ntial(fe accurately document the incident, including the date, time, lécation

pl fovolved. Additionally, it is crucial to record all communication attempts
and th anisation's reactions.

3) It'is nec&ssary to insist on compliance and to remind the organisation of the
contractual obligations and the consequences of a refusal of access.

4) If access is still refused, the auditor shall write a formal letter to the clign pying
the project leader, stating that access has been refused and the POSSibE\

consequences. )&{

5) The auditor shall point out that a refusal of access can negatively @c the‘\@d t and
possibly lead to an incomplete or negative audit report. o

6) If access is still refused and the auditor has to leave the site ut @}ng the
audit, the certificate will be suspended at a minimum until ext u nounced

audit is closed.

o I
7) The certificate suspension is entered into Eudamed b\& ro;g.k\feader.

8.1. Abortion of audit @' O
There are several reasons why an audit at a client's pr@ s m@@ave to be cancelled. The
following reasons may apply as examples: 0 O

= Lack of co-operation: QO

If the customer does not provide thedequired informatic@ refuses access to key areas or
does not co-operate with the auditor, this can make the audit impossible.

» Discovery of serious violations:

In the event of a serious violation of legal regulations, internal policies or ethical standards
being identified during the course he audit, the auditor may be required to cancel the

audit and report the discovery@ diately.
« Danger to indepe or rity:
If the auditor's indepen@ce is ¢ @promised by conflicts of interest, undue influence or
u&@&

other circumstances i Id be cancelled to preserve the integrity of the process.
» Hazar et Ith:
R
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=

In the event of an unforeseen circumstance during theyaudit that could compromise the
safety or health of the auditor or other individuals in¥olved, the audit may need to be
terminated for safety reasons.

= Lack of resources or time:

In the event that the requisite resou ime or data are unavailable to complete the audit,
cancellation may be necessary ung{l ch respurces are in place.

» Change in audit scope nditions:
If the client significantly ch th @pe of the audit

equl nts:
d

In some cases, le
cessation of an a

u;‘éé'y requirements may necessitate the interruption or

3‘\' ce circumstances.
f frayd:

Inthe evem rauctﬁ(e auditor may halt the audit and report the matter to the relévant
authoritie O

s Uhack @ocumentation:

The absence of essential documentation may prevent the audit from being conducted in an
appropriate manner. @
n

In case the auditor decides to abort the audit, the decision shall be docume 3\carefully and
provided to the Project leader as well as to the Head of operations as soon SSi In

.

case of any doubts or difficulties the auditor shall align with head of ope S. (&\'\

8.2. Follow-up

Depending on the degree of non-conformities and within the ti@f:éﬁ}lead auditor, but
e actio
es

no later than 14 days, the company must enter the plannedyé ns in the action
plan including implementation schedule and submit this to ad tor. The
communicated timelines depend on the severity of theS nforé/é

In the event of a determined major non-conformity, orre&@n and its review for
implementation by the lead auditor, and ifinecessa re nt expert or product
reviewer, must take place within a maximum of\90 days e on-site last audit day. The
audit team is free to set shorter deadlines, depending o e severity of the non-conformity

(see also sec 6.4). If necessary, this may reglir€’an additional follow-up audit on-site.

The final review of the effectiveness and thelimplementation of minor non-conformities of
specified corrective measures will take place during the next regular assessment.

If the QMS audit team should wis request any information to be assessed that is

captured in the Technical Docu tion that will be subjected to conformity assessment
document “FO-00402 Follow equest”. This form is made available to all team members
via WIS. @ \’\&,

8.3. Transitional si@}—MDR Article 120(3), IVDR Article 110(3)
In addition to qualityy man ent system requirements, the audit program for products
placed on the\ un EC-Directive and which under surveillance according to RE(EU)

70 26
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