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SECAUSE PATIENT SAFETY MATTERS,

03 Florian Heffeter fJ Anni Koubek
>20 years in health sector BIMD services Founding-CEO of QMD since 2018

Quality | Medlical | Devices

Medical informatics, medical law
Since May 2024: CEO of QMD
FELETT i FE A AT ki 20 446

Physicist, Scientist, QM Professional

Past Scientific Director
of University of applied sciences

TR EEERY. BTN A . E20184 R EQMDAIKCED
ARG SRR . BECAUSE
[120244F5 A i4H{TEQMD & kAT { e @ ISR . BEER. FEEEELA L

AL PR K R

M D Services
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TTFRC M D Services

Quallity | Medical | Devices

SECAUSE PATIENT SAFETY

Team composed of experts with long-term
previous notified body experience

Employees in four European countries and UK

Over 40 experts for conformity assessment tasks
authorised

UNBAREIEERIS VA =Ei IR ) N 22X
S LA T4 RO [ 5K e ]
I 404 % F PR IT G VFEAESS

This Photo by Unknown Author is licensed under CC BY


https://researchleap.com/supporting-competent-practitioner-transdisciplinary-coaching-knowledge-based-expert-system/
https://creativecommons.org/licenses/by/3.0/

From Austria
for Europe and the

whole globe!
e

MEBHRIH &, AR5 BRI Je &K

*

*:
- Broad client > ¢
base * *

: v
‘k* *
’Ellrr(z)tggehout *| |

- R PR
A H )¢ *; s )¢
& *
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From Austria
for Europe and the
whole globe!

MEBHRIH &, AR5 BRI Je &K

> Global client
base supported
through partners

- AFREEHX ()
Mo, i
JE3E. B,
ﬁ TASAHE =
?//n

@ M D Services
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QMD focus areas and expertise

QMD %40 5 F ok RE

Perfect partner for ,
= innovative products ) V=

= SMEs and start-ups

= with client-oriented high quality service

= Future oriented specific expertise in software and medical Al
= International approach: working language is English

= Transparency: all certificates published in EUDAMED

< AR N AT A Al R B AR A AE KA

o SRR D T ) A v o RS :
© RERKG MRS, AR ST A TR A From Austria

o EHBRAIEME: TAEE = NIEE for Europe and the whole

globe!

< EWATE: PrAETIE RAT(E EUDAMED %i#fs :
MBIA A, AR ST RN fe sk

@ M D Services
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SMEs are the key drivers of
MedTech innovation in Europa

AL 2 FHE SRR

JN BT AR BT ) SR BEE ) &

epo.org/patent-index2023
TRENDS IN PATENTING

2023

Europe is an attractive technology market
for European and international companies

Total patent applications at the European Patent Office

+2.9% 1
199 275
193 627 °
188 809 |
181532 180417 — " 3
L] ./

2020 2021 2022

Countries of origin: The 39 member states of the EPO account
for over 43% of all European patent applications

4.7%
Switzerland

3.5%
Netherlands

2.6%
Sweden
5%
Italy

© BB T 37,000 FKEITHAAR
HERZHNEZRKIOVER . SO, %E. 5=

= gk (SMEs) 23 5 BRI ERITILE) 90%, HoAr K2 Hdlk 7 T A%
>F 50 N Ug T/l

@ M D Services

Quality | Medical | Devices

3.0%
United Kingdom

Top technology fields: Strong growth in digital technologies

... |
whiiiy @
Sziey (B

o g

4
oo B

Pharmaceuticals BG
sty Ry
e O

PR el Wl 108 21 71

i AN Hg 1

There are more than 37000 medical
technology companiesin Europe. The highest
number of them are based in Germany,
followed by ltaly, the UK, Poland, Sweden
and Switzerland. Small and medium-sized
companies (SMEs) make up around 90% of
the medical technology industry, the majority
of which employs less than 50 people (small
and micro-sized companies)®.

\y 37,000

medical technology
companies in Europe

90% SMEs

BECAUSE PATIENT SAFETY MATTERS,
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| CODES REFLECTING THE DESIGN AND INTENDED PURPOSE OF THE DEVICE

| A ACTIVE DEVICES | B NON-ACTIVE DEVICES |
* * * * * * * * * *

- N M ¥ = o = Il o < ® O O M < [ o0 S v W N o =) N ;<
s882zSERIGHEIE & 222 sHE:iHE 8 SERRHEEHEE
2222z zFd=H= = s z22zzFlz s 4z z zzzzHz zHz z z
[a N a N a ol ol a) DDD [a = N a Y a) [a N a) [ a) E EEEEEE EEE
= =222 2 2 = = =2 =2 22 2 s 2 2 2 = =2 22 2 s 2 2 2 =2
Coverage for Annexes IX(1), IX(ll) and XI(A) *) Scope under conditions

11 HORIZONTAL CODES

Specific characteristics Specific technology

MDT2013

MDS 1001
MDS 1002
MDS 1011
MDS 1012
MDS 1013
MDS 1014
MDT 2002
MDT2003

MDT 2004
MDT 2005

Coverage for Annexes IX(1), IX(ll) and XI(A)

Limited coverage (aseptic processing, ethylene oxide gas sterilisation (EOG), moist heat sterilisation, radiation sterilisation)

(For full description of codes see COMMISSION IMPLEMENTING REGULATION (EU) 2017/2185 Annex |
PEOL: RRERPATVEHE EU 2017/2185 Bt 1

Check our detailed scope statement in NANDO
BV NANDO %4 e &/ JATM V445 € Vu

QMD offers additionally QMD &2 4L Pl T MR % -
Article 16 (MDR and IVDR): Importers %16% (MDR/IVDR) : it O FF&HEIEAY
Article 22: (MDR) Systems and Procedure Packs #22% (MDR) : R4 5REFEHZ

Article 117: (MDR) medicinal substances with an integral medical device #1174 (MDR) :
B AR AR S B A%

M D Services

Quiality | Medical | Devices
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https://webgate.ec.europa.eu/single-market-compliance-space/#/notified-bodies/notifications/1007832?organizationVersion=1
https://eur-lex.europa.eu/eli/reg_impl/2017/2185/oj

| CODES REFLECTING THE DESIGN AND INTENDED PURPOSE OF THE DEVICE

Coverage for Annexes IX(1), IX(I1) and XI

Limited coverage (aseptic processing, ethylene oxide gas sterilisation (EOG), moist heat sterilisation, radiation sterilisation)

(For full description of codes see COMMISSION IMPLEMENTING REGULATION (EU) 2017/2185 Annex Il

Check our detailed scope statement in NANDO
A EAMTE € a G U i NANDO

QMD offers additionally QMD it r]$24it.
Article 16 (IVDR): Importers %164 (IVDR) : #F @& RF & HEIRAS

M D Services

Quiality | Medical | Devices

PATIENT SAFETY MATTERS
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https://webgate.ec.europa.eu/single-market-compliance-space/#/notified-bodies/notifications/320456?organizationVersion=1
https://eur-lex.europa.eu/eli/reg_impl/2017/2185/oj

Conformity Assessment with QMD Services

5 QMD Services JFERFGPEVEE TR

CEIIBE LR, RAINIRE

ETFLRLEENBELRE
F—15IE E-hank Rt RwE ECMBRRERERRE e (MBNE
_ ol - ]
; !
Py A T—, B RS5F, IR
= #"_gl ];F AE! = -

o

Management System Certificate
ana

20171746, Annex IX Chapter |

Manufacturer:
Test Manufacturer GmbH
Siroot 1

roet
1234 Cy
Country

Sample certificate: content
will vary depending on
regulation, risk class and
[T —— CA route

DRAFT CERTIFICATE EBFEAR: AARREE
=ooEr iR N o Y ey

= PEVE sz B 42 117 T A 7
L@-HM [%PServices
LBrY

. . BECAUSE PATIENT SAFETY MATTERS,  ©2024 QMD Services GmbH | Do not distribute 13
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Overview of our Conformity Assessment process

RATHIRFE VP 2 TAEAR I

‘in N (wiE O mAgeE | (BAMTE | (BEwmER
KINBEEXRER - LR REEE M E E
, WISRN. UDI, KRR (E BREZ=R SEEE
KRB D K. FRHA ) ARYEMIRIX RIEM S TS -EOEFE=TA 2
&/ IFU. ;21 =i RERS: IR TR RE

" L BAEERE || CERIED

Y y N A y N p 4N o

@ M D Services
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ypical time-line

ﬁ?’éﬂrﬁ'ﬁj‘lﬂfﬂ%ﬁj‘

® Time needed to issue QMS certificate only (MDR) = B
Quelle: EU MD Availability Dashboard
20 ® Lessthan 6 months
g 20 e ' ©6-12 months
s
E 0 ® 13-18 months
§ 3 3 @ 12-24 months
0 " More than 24 months

mew | (W | (RAxiymm | (HAMWEE | (REEsmR
BNEEEAER - SRR R MG E &
, WISRN. UDI. RAIERE (105 BE=H AEMEE
RIBHIS %, il ) ARAEHFIX BB BHNEFE=AMA o
i /IFU%, g 28 - L RIS . IRERIFE IER: RE
; . BARTHER T -BRIUEH
A y y 9 y W V' 4N J
1-2 1-2 1 3-6 1
Months A Months A Month H Months J Month H
M D . (more for high risk class
@ Services

. . . BECAUSE PATIENT SAFETY Mﬁ%@%ﬁa) ©2024 QMD Services GmbH | Do not distribute 15
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https://app.powerbi.com/view?r=eyJrIjoiN2YwMTEwM2UtYjQwMS00MjBiLWEyZjAtYjJlMGZjM2NhZDdiIiwidCI6ImIyNGM4YjA2LTUyMmMtNDZmZS05MDgwLTcwOTI2ZjhkZGRiMSIsImMiOjh9

Some notes of process specifics

LR Dl H 22

= All notified bodies follow the same rules

= There is rough agreement on duration of different phases of conformity assessment (Team NB code-of-conduct)

= Our special approach of service delivery:
= Intens communication
= We offer structured dialog, starting with pre-application
= We cannot offer any consultancy!

= We charge a pre-application and an application fee — advance payment for executed effort in that phase
= A ARG S — A
o X T AHBATHREE, A ORI (T Team NBAT 9D
© QMDY AT R I T
SR i
o SRALSE M RRE, TR IE T IR
- ARt IRARSS
o OIS 2 S IE R B (A TS O R DA A

@ M D Services
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General Tipps for swift process

Pe AR R 1) 2

For each phase:
= Prepare the requested information complete and according to instructions
= We will give you clear guidance, but we know this is tedious

All iterations lead to
= delays on our side, as we cannot keep our planned project slots
= higher costs for re-checks
= longer time to market for your product

H—PrBOsE R

MRS, RFAELRAVER

o JRATEARGEHMERS] (IR R
F— KR LHFH:

o TUEEN) (FRATICH: R B A% B
o AhE A T

S S AR
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Relevant dates: Transition to MDR and IVDR-

BRI [E] T A ) MDR 5 IVDR #yd i

*) As per current status of published official information on May, 31st, 2024.

26 May 2024

End of transition period for
legacy devices with MDD
certificates

202445 /726 1
MDD iif- 7332 i % %
5

Dates may be subject to change due to revision of regulations in the future.

26 May 2026 Q2-Q4 2027 EUDAMED E 31 December 2027 31 December 2028
End of derogation for Class Period for Actor, Vigilance. Market = Extended transition period Extended transition period ends for all
Il custom made implantable Surveillance and CI/PS modules. ends for Class Ill and non- other Class /ll and Class IIb, lla and

1 exempt Class IIb implantable Class Ir and Im devices that are a higher
WSS 20274F 2B EHAFHE: EUDAMED . A gy

2026E5 5 26H EUDAMED# R 201 (HHES 5% .

*1 October 2024
Mandatory to involve
Reference Laboratory
(EURL) for Class D
devices.
« 2024210H1H

o DR AR ] AR
WSFEE%E (EURL)

Quiality | Medical | Devices

31 Dec 2027** 31 Dec 2028** 31 May 2029*

End of transition period End of transition period End of t iti iod f
for Class D legacy for Class C products in nd of transition period for
devices with IVDD extended transition Clas_s - a Al CIes A Sifelile
certificates period devices in extended

transition period

027412 31H 20284E12H31H

DA BB (R Ok 202945 A31H
L S ot BA B 1 FIA T 25 R 1 A

S.. devices complying with conditions outlined in RE(EUY 202411866,/ I[ENT SAFETY VAT TERS,

: . i 7 A " 20274612 31H 20284124311
WSEBRABUISN I /P B s AR, b, 1, LUK\

FE N B0 1 FE K H 2t o M DR 5T VA 24 A B ey AU S5 0 e S5 1m

o SRAR PR SE YIS A
EUDAMED —

full mandatory use
EUDAMED

S5l

ot
o

o
.
.
.
.
.
.
o
.

" Q4 2027-Q2 2020 EUDAMED L™

Period for UDI/Device Registration and
Notified Body & Certificates Module.

20274 £2029FE$2ZFE: EUDAMED
EUDAMEDHH 251 (UDI/ S, AL
ARSI v $2A))
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...get certified
with !

%H QMD,
3k BB IE !

QMDservices.com
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https://www.qmdservices.com/

