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«  2022/5/26*", {K5\ 2 ZEIZBEH ST H|EL T, In Vitro Diagnostic Regulation (IVDR,
REGULATION (EU) 2017/746)MEU2 TR T &N 1=, ARAIE, oS AERLECET SR
ERVERAEOREDRES, EUBRNOMBHG LHEHERTHIEXZBELTIVS,

https://eur-lex.europa.eu/eli/req/2017/746/0j/eng
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LW =h, WAETIIRTHRNERSN, VRIS FEIZIGCT-HABR (Class D:2027/12/31, Class C:2028/12/31, Class
A&B:2029/12/31) & TESINTL S,
*2 EEA-EFTA countries, 7ARSUR, VeTo R340, JILO—%48L
- |85\ 2 FEEM 215 (Directive 98/79/EC, LA FIVDD) ED BB ARIZIELE, ZDiERI
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TERY 554, EUBRERSERMFAI(CTR)IZHZ, IVDROMERHIETF T 2HENH 5., BIETES
RHIIETUORADRBEERF G Tont=CEIZ&Y, HIB3FERTE-120 A DBERDEEL48% DX
TRIAFENDGE, GloballGERIZKEFLGFEEERIZLTIVS,
*3 EFPIA Survey result, Critical impacts of IVDR implementation on patient access to clinical trials; 2023
: https://efpia-current.cmail19.com/t/i-i-gkdvkl-I-b/
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- IVDRIZUTO@EYER NS, ZOHF Tl Chapter VI: Clinical Evidence, Performance Evaluation,
and Performance Studies |)V &I ZE P ZE(CEH->TEELIRTIELS,

Chapter {Tige ____________________________ _Jfous

| Introductory Provisions Establishes the regulation’s scope, definitions, and regulatory status of products and counseling.

Making Available on the Market and Putting Into Service of Devices,

Obligations of Economic Operators, CE Marking, Free Movement Requirements for placing devices on the market and obligations of economic operators and PRRC.

Identification and Traceability of Devices, Registration of Devices
]l and of Economic Operators, Summary of Safety and Clinical UDI (Unique Device Identification) system, device registration, EUDAMED database.
Performance, European Database on Medical Devices

Defines the designation, responsibilities, and oversight of Notified Bodies involved in the conformity assessment of

v Notified Bodies IVDs.

Outlines the risk-based classification system (Classes A-D) and the procedures manufacturers must follow to
demonstrate regulatory compliance.

\") Classification and Conformity Assessment

Clinical Evidence, Performance Evaluation, and Performance Mandates requirements for clinical evidence generation, performance evaluation (including scientific validity, analytical

Studies and clinical performance), and performance studies.

Describes obligations for ongoing monitoring of devices after market release, including incident reporting, FSCA, and

Vil Post-Market Surveillance, Vigilance and Market Surveillance : .
coordinated market oversight.

VIl Cooperation Between Member States, Medical Device Coordination Promotes regulatory harmonization through coordinated activities, expert panels, and shared infrastructure across EU

Group, EU Reference Laboratories, and Device Registers Member States, outlines requirements of EU Reference Lab.
IX Confidentiality, Data Protection, Funding, and Penalties ﬁ(()a\::?::nlies?:; CERLE TN LI At ey el ) ﬂnan%ﬂ[%%'ﬁi%% ,e?ggltsa.rggrc éﬁe—}{]\t/dr/
X Final Provisions Specifies transitional arrangements, repeal of previous directives, and legal mechanisms for implementation and

amendment of the regulation.
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IVDRIZHITHEUDRFI (202255826 B K Yi#EE)
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- IVDRTIZIVDIZEEL T, Scientific Validity, Analytical Performance, Clinical Performanceh™ 5 & 586 R
HIGEIE T REZLUTEHEZITOIZEERELTLS,

- Clinical PerformanceMEBAICIE, [REIEL TT /N\A RD D REE 1= IXEGREREZTESL, F- XM T 516
[ZE SN HEE R 4 #EELER (Clinical Performance Study) BAihE %45,

«  Clinical Performance Study(&IVDR&IS020916 * (In vitro diagnostic medical devices - Clinical performance
studies using specimens from human subjects - Good study practice) [Z£EHT LZHENH D,

*  Clinical Performance StudylZ& W TIVDIZE T 2R &M BEMONELHRENZH[F TonN TS,
- SHIZIVDOBRFERR Y —IX, LHEOREIRD AV XT L (Quality Management System, QMS), 1J X
I AN, FLTHER#ZIAZE (Post-Market Surveillance, PMS) AR 5N 5,

* 201 7EDIVDD#FIARIE, 1SO14155IZ#EHL TULN=AY, 20194 (ZISO20916[CEZTHZ biT-,
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32017R0746R%2802%29

CLINICAL EVIDENCE CLINICAL PERFORMANCE STUDIES
ART. 56 IVDR FOR IN VITRO DIAGNOSTIC DEVICES
ART. 57-77 IVDR
an)glsyigtt:r goélji:ifcal cgs;gﬁ,z‘ggyd‘zr Dev:::jgl;z,:zzleld = Inthe IVDD thgre is no a!'ticle explicitly requiring a performance evaluation study to be conducted, while
condition or measure a intended use for the IVDR provides 20 articles (Art. 57 to 77).
physiological state  particular analyte  target population = The purpose of performance studies is to establish or confirm the analytical or clinical performance of a

device.

PERFORMANCE FER

STUDIES
S

1SO 20916:2019

Good Clinical Practice
for IVD

Device
Intended
Purpose

Analytical Clinical Performqnce
Performance Performance Evaluation

NEW NEW NEW

CLINICAL EVIDENCE

shall support the device intended purpose and be based on
a continuous process of performance evaluation

ANALYTICAL
PERFORMANCE STUDY

CLINICAL
PERFORMANCE STUDY

INTERVENTIONAL
CLINICAL STUDY

ANNEX XIIl PART A (2) ANNEX XIIl PART A (3)

=Meditrial Meditrial =Meditrial Meditrial e
https://www.meditrial.net/2022/06/the-new- good—clinical—practices—for—in—vitro—diagnostic—de\ﬂ:tpﬁa
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- CDxDBRAHEIZHEWNTH, COxDEFERRLHY—(LXIVDRIZH L \Clinical Performance StudyZE 3
BHENHD,

- RERTCDxZREIFRF T 51;H4E, CDxMDClinical Performance Study&L TRERIZSMLI-EEMND
BERLE-BRAZAWNDIGEELNH D, COGEIXEEMEIRECDxD I Combined Study &L THY
Hi, GCPIZMIAZIVDR/ISO20916IZH NS 2HENH S,

) BERTNAFT—H— XDBEIRF/ECTFERZEISIREFERREL-EE YEHEBRFLL-ERHREGHER (Y-001588) =

EiEdHEETE
EUTKZEIBL TS/ (4T —H— XDBEMEL
Y-001RER T/AA AV —H— XDREECDxELTEE YERBICEHRT IBRENHD

wmEUTDNAAI—H— XDRBEDRZIFDT-OIZ, COXDBEFE AR H—IXIVDRIZEHLL-CDxDClinical Performance
StudyZY-0015£5% & D Combined Study&L TEET 5.

[ ] Combined
. = H S—
@ DT —REHEF [Study J

CDx@)Clinical Performance Study efpia *
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IVDRAVE A& 5Combined study>E i3 5154,

‘ Manufacture& M SponsorshipD#EL, 2255

Clinical Performance Study Plan, Device IB, ICF,
J Statistical Analysis Plan etc., D {Efk

BEROFIEICEICUTOHELGEREHNREET S,

Sponsor

REPZLARNZERAERKSE/ EERA—H—MT
Clinical Performance Study®Sponsor&k U &t M
Role &ResponsibiltyZ iR E 3 3,

Sponsor + EU sites

Clinical Performance Study D EEETEZE, ICF,
SAP, 23R DIBEXEER. RBREMRFTESE, ICF~
Clinical Performance StudylZB89 515k D EAEE

EU CTR + CPS Authorization, CPS EC Sponsor EUT®OCTREH 17L TClinical Performance Study(=
) submission B3 5LH%ER EEDECADIRH,
Sponsor Clinical Performance Study®TMF planfERk, TMF

TMF (Clinical trial + CPS)

repository D& £

A Safety collection & reporting (SADE, Device
deficiency)

Sponsor, Global sites
incl. JPN sites

DeviceZ 2T REMIHERINE R EZ DR (CRFE),
DevicelZBHh 5L £ M IBMDUINE (S MIEER), &
B#kE (EV)

EEEDI5,

BRICEEDORSVVEREEDFHRESERICOVWTRALUERETIHRAT 5,
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Sponsor, Global sites
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1SO20916 &% U Clinical Performance StudylZE8+ %
Training=E i, Clinical Performance StudylZ{2 5%
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SRER ST &
IVDREFE DIRHRFLZTEDREREIZIBIE T HDEILLY,
IVDR®D 1= IZE S HCDx®MClinical Performance StudyB AN AR EITIEHAE

JRERERETEE
FEOBBRERITEZIZIL, BEBRDPIZCERT HNAAT—H—RBRENIVDRIZK LT H5EHIET S
VDIZR AL &R ARBRERTDPICINET SEZRHIT S
Clinical Performance StudylZB§9 53t &1 EI= (Clinical Performance Study Plan) (FEUDA# & H
BRUBKRICIRETIVHELNHY, BATHRRWAREREEKENDIRH XHEZL
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Combined studyDi5aE, Z<IEEEFE D EBEREClinical performance studyDERBAXEX—DIZFEED
TSN TS,

Global®Master ICFIZCDXM KA ZETHAEPLZTD) RIVGENEH N IGEGENHD, — AT
IVDRIZEUD &% EAEFEET DREITHAH=H, BEADICFEERTRIEEICAREHEZEDLSIC
RYFES NIRRT DBETHD,

1B

IVDRTI&Clinical performance studyZz =/t 9 5IVDIZx 9 5IBEERK T D EMKHLNTILVS,
IVDRT TIdi3& Y9 H5CDXDAR AR H—IXCDXxDIBEER L TLVS,
EUICEWLTIECDXDIBZ EEDBREMELLICEHBRUTEEANRHEL TS,

HAKRIZH L TIXCombined studyZE 9 5155 1ZCDXxMDIBEPMDASAER E i EE BRI NI
BRI FAN,
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ZEEIERDINE - IR LS
- IVDRIJTEULIN TCHOETREL-IVDIZRAZLEHIFRIDESHTUNE TS LEEELTLNS,
s MNFCERERLREETIXIEZ IIZTRELI-TAE-SAEIZDOLZWTEZEHEHREINELTE-A, IVDR

TIINBEBOREBEDFRBCREEREE ITHRLELI-TAE-SAE, ADR(Adverse device effect)-
SADR(Serious Adverse Device Effect) & U*Device Deficiency IZDWTIHRINE T 2HENH S,

- PMDAWREREREREEICHL THAZRTEMBREZHRE T HEHBTE 4H, EURHIZHA~AD
HMEIDERLH, ZOEBENEL, EEHFERIZ DLV TILClinical Performance studyD{&kEa 3 (
COXDRAEAR Y —)AWAFLTHIG2EEZBHLUA, TOMODFERIZOVWTIXTHLURNDHREEE
BOF TS,

4.1 Adverse Device Effect (ADE)
Any adverse event related to the use of a device for performance study or a comparator. See ISO 20916 section 3.1.

4.2 Adverse Event (AE)

Any untoward medical occurrence, inappropriate patient management decision, unintended disease or injury or any untoward clinical signs,
including an abnormal laboratory finding, in subjects, users or other persons, in the context of a performance study, whether or not related to the
device for performance study. See IVDR Article 2(60).

4.6 Device deficiency (DD)
Any inadequacy in the identity, quality, durability, reliability, usability, safety or performance of a device for performance study, including

malfunction, use errors or inadequacy in information supplied by the manufacturer. See IVDR Article 2(62).

Ref: MDCG 2024-4 Guidance on safety reporting in performance studies https.//health.ec.europa.eu/document/download/5cc894e0-331d-4fa2-8ab3-cdd4437c48fc_en?filename= mdcg %024 i IEI_‘
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IVDRDEITEZ(F, IVDROFIEASCDxAERIZH T BEEIZ DLV THAELT-,
IVDRIZZDETEHBE THAHAEUSEDERFLRIGBRADEZEDAELY, BRPEEREXEIGERE
KDOEMBICHEZEZTHY, KFBIZHWTHLCDXxERFRFE T HRERICEWNTIVDD EREE R FFIZ
5Hfi 9" S Combined studylZESMNT HFEIZIE, BEDEESRODINEEHHE T, IVDIZEET S
AE-SAE, ADR-SADRX U'Device Deficiency D& #UX & 1> Clinical Performance studylZB§4> %
FRDOUELGE, VDREFEDXICHNELETHIENBZZoND=O, TENDBLETHD,

IVDRD AT FE = ATHAM (Class C:2028/12K) THH_ELHEL TS EZ A b, Globalt &
HTEHLDCDGRERIZE T BIVDRAD X IZIEZIEA B 1= (FEABIER)
EUDIVDRORFIBHELBRZZMATNAIELEDFHBELTDHAFT D RAGEDLRESINTINST
&, F-EUZ BN Combined studyDEREE T DR R K Z1&RETT Dinitiative &L T*COMBINE*” HVZE
ESN TS, CDKIGRYHAIZKYIVDROBAEIEN S ZRBEATIKIENFTEINLT-O, &
HORFEHR=EESREL, siEZH#TET Do

* : https://health.ec.europa.eu/medical-devices-topics-interest/combine-programme_en
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IVDR (In Vitro Diagnostic AN EEBRICETIRERVEREDREDRES, EU

Regulation) BNOMELR EHZHERT S22 BrIE L=

IVD (In Vitro Diagnostic) K5\ 2 FE R

Clinical Performance Study TINARD DT EREE - XERR M REZFESL, F=(XFERT H1=0IC
EESN SRR EREFER

ADR (Adverse device effect) T/NARADFERIZEPEELEE

SADR (Serious Adverse £ ELEESRICHETHHEENEL, TNNARDFERICKDE

Device Effect) BheE

Device Deficiency TN Zd);’é‘kﬂll, mE, MAM, 58, T2, B3t el
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