DIN EN ISO 20916:2024-07 (E)

In vitro diagnostic medical devices - Clinical performance studies using specimens
from human subjects - Good study practice (ISO 20916:2019)

Contents Page
EUTOPEAN FOTE@WOIA. ... 4
Annex ZA (informative) Relationship between this European Standard the General Safety

and Performance Requirements of Regulation (EU) 2017 /746 aimed to be covered......... 5
FOT@WOTM ...t 9
I O@UICTIONN. ... 10

S0P ...k 12
2 INOTTNATIVE TEECT@ICES .........ooccoee e 12
3 Terms aNd AeFiMITIONIS ... 13
4 Ethical CONSIAGTATIONS ..........ccoooooie s 22

4.1 General 22

4.2 Improper influence 01 INAUCEIMENT ... 22

4.3 RESPOMISIDIIITIES ...

4.4 Ethics committee involvement..

4.5 Informed consent
5 Clinical performance Study PIANIIING ... 23

5.1 GENETAL ..o .23

5.2 Risk evaluation.........csssnesene 24

53 Design of the clinical performance study .25

5.4 INVESTIZAtOT DIOCHUIE. ..ot 25

5.5 Clinical Performance Study Protocol (CPSP) ... 26

5.5.1  General :
5.5.2  Principal investigator responsibilities
5.5.3  Contents Of the CPSP ...

5.6 Case 1eport fOrmS ...

5.7 Recording of specimen information

5.8 Specimen accountability and INtEGITEY . ... 31

5.9 SEUAY SIEE SELECTION ..o

5.9.1 Site qualification
5.9.2 ST @SSESSITIEINE ..o
5.9.3 St SEIECTION. ..ot

5.10 Monitoring plan

511 Agreements...

5.12 Labelling ...

6 STUAY ST TMTEIATTONL. ...

6.1 7 1 Tc) - O

6.2 Prerequisites

6.3 TTTAIIIIIL e

6.4  Initiation Of the STUAY SITE ... 33
7 Clinical performance StUAY CONMAUCT ... 34

7.1 7 1 T<) - OO

7.2 Responsibilities of the sponsor.

7.3 STUAY STEE MIOMITOTIIIG ot

7255 T S €Y 4 U= IO
7.3.2  ROULINE MONITOTIIIEG ..ottt




7.3.3  MONIEOTINE FEP OIS oottt 35

7.4 Security and confidentiality Of data. ... 36
8 Close-out of the clinical performance STUAY ..., 36
8.1 ClOSE-0UL ACEIVITIES ....oooooeveicc st 36
8.2 Clinical performance STUAY FEPOTT ... 36
8.3 DO CUMENT TOEEIITION. ..o 38
8.4 Suspension or premature termination of the clinical performance study ... 38
9 AATEEIIIG ... 39
Annex A (normative) Additional general requirements for certain studies.............. 40
Annex B (normative) Clinical performance study protocol (CPSP)............ccn 43
Annex C (normative) INvestigator DrOCHUIe. ...

Annex D (normative) Clinical performance study report

Annex E (normative) Communication with the ethics committee.............es 52
Annex F (normative) INfOrmed COMSENT . ............. e 54
Annex G (normative) Adverse event CategoriZation. ... 58
Annex H (informative) Good clinical performance study documentation ... 62
Annex I (informative) AUMATEIIIZ ... ... 67
BIDIHOGTAPIY ...k 68



		2026-06-29T13:28:01+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




