..making excellence a habit’

Medical Device Regulation (MDR)
In Vitro Diagnostics Regulation (1VDR)

IREEETODEERADEIE

BSIJI—T>+v)0>
E =y Tl e N
B HEX

Milton Keynes, UK

Hanauer Landstral’e 115, 60314 Frankfurt, Germany



EEMEBICEbHSES

R il D

HaRE MEVATLA EE
Quality System
n # B 510(k)”PMA Regulation MDR
it FDA / 3rd Parties FDA FDA
SLEARTEARER / FBALE 1ISO13485:2003 g
B & e F5E (STED) (QMSE %) FREHE
AR [E £ 3784 (PMDA) E 4 37{8%& (PMDA) EEHEE
o e e o s AL e (PMDA)
B o M?gFC(ES'\TAEgi)”g 1SO13485:2003 Vigilance System
i it Notified Body Notified Body EEL4B
. wl BE Device License 1SO13485:2003 Mandatory Reporting
hr5 —
SR e AH 8 Health Canada Registrar Health Canada

Copyright © 2012 BSI. All rights reserved.




BRI [ZE 17 5 E R A% 58 6L

Q18 FEFTIEX. A MBZBEEDHST
@5l GRS TLV =,

® 1998 FLRK(E, —a—7T7O0—FHFITEKY,
“—2o0mmig " ELWSBIENBAShT,

BEREZEERLTS
BEEEICKD CEXN—F2Y




J—TA77AFRT1EIE?

J—T4774F RT a0, ""_%(EP_LM)_L%’CTDEO)
ES CHRESNSIEEKRBIOESHFMZITOHAEAEL T.
hDEEIEIODﬁE&%%J:Uﬁ%ﬂ”&%('ffh\i'd'

(notify Eh7= ¥ = Notified Body)

MDD : E &I TES (93/42/EEC)
IVDD: 7 AN=D &EEJE#J%#? 4 (98/79/EC)
AIMDD : i%&*”ﬁ‘é%b[%&%ﬁ? 4 (90/385/EEC)

BSIVIL—TJIX.EURREXRT B/ —T4774KEKRT10&L T,
Fio I:Fﬁ**ﬂ%%%@n., SEEFHNTTLET, o



FI=AIC!
Medical Device Regulation (MDR)
In Vitro Diagnostics Regulation (IVDR)

« COFTLLY regulations (&, STERENTENDIFTIEARK
SEEEFINTVEFT,

o FEATICFERRII T, FIMEITROERDFHMICEEN
AN TUKEDEBZASNET

c RF = MINEECDIRE
« HF = BNESHIELEI-DMSDIEIER



%E,\o)dbﬂ

PIP breast implants (CTZRAJL—ROIIDH16ERMISENEREINTLE
ERVMTEBIREELR

CNISHUL T, EU Commission(Cd&BMA MR ER D SERES NI
CDEIRA22T I M F BT3B T OEEZITONEMENELEDN
ZOMEICEIRT —AELT HIREBESIRTVKON D> 7> MEREREINTLS
B, BEEXYS 1, R—AX—h—1—-R, etc.

TDHER ;
« SATAINITRREEREBNMERINSG:

- HERZEZRD5R1L
« BEREEEE(OENT unannounced visits DZE

« SERRHNEST ST I 2EEADEdn



3EICELBIETNDH !

« European Commission (BNEZEES : EF A NIFE)
» prepared proposal 26 Sep 2012
 New Commissioner in Sep 2014

- European Parliament - (FMES : BONH RO, ZE
« Committees working on counter proposals
« IMCO (113 IVD and 212 MDR amendment proposals), voting done
« EMPL (20 IVD and 60 MDR amendment proposals), voting done
« ENVI (399 IVD and 907 MDR amendment proposals), voting done
e First reading full Parliament — 22 October 2013 - open vote
 Full Parliamentary vote 3 April
« Re-elections May 2014

» European Council of Ministers — (BXMEE : REZHBAR)

» Just completed first read through Com proposal
* Plan to complete counter proposals before July 2014
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- 15T Reading — October 2013 but not achieved
- 2"d Reading — Q4 2014 / Q1 2015
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European Commission (EC)

EU Member States (MS)

EU Competent Authorities (CA)

Medical Device Coordination Group (MDCQG)

» Representatives of EU MS

Medical Device Advisory Committee (MDAC)

« Expert committee of stakeholders, provides advice to MDCG, MS, EC
« Representatives from clinical experts, EMA and patients
Assessment Committee for Medical Devices (ACMD)

EU Reference Laboratories (EURL)

European Medicines Agency (EMA)

Notified Bodies (NB)

Special Notified Bodies (SNB)
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( Safety and clinical performance report)
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