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(ISO 14155:2020)

Contents Page
EUTOP@AN FOTE@WOIM ...t 5
Annex ZA (informative) Relationship between this European Standard and the essential

requirements of Directive 93/42 /EEC [OJ L 169] aimed to be covered ... 7
Annex ZB (informative) Relationship between this European Standard and the essential
requirements of Directive 90/385/EEC [O]J L 189] aimed to be covered..................ccocne 9

Foreword

1

Ul > W N

Summary of good clinical practice (GCP) princCiples............ieeeiesis
Ethical COMSIA@TATIOMS .........ccccooooo et
5.1 T3 =) - 1 S
5.2 Improper influence or inducement........

5.3 Compensation and additional health care.......

5.4 Registration in publicly accessible database....

55 ResponsSibilities ...

5.6  Communication with the ethics committee (EC) ...

5.6.1 (T2 1) o= OO

5.6.2  Initial EC SUDMISSION. ..o
5.6.3 Information to be obtained from the EC...
5.6.4  Continuing communication with the EC........conn
5.6.5 Continuing information to be obtained from the EC
5.7 Vulnerable populations. ...
5.8  Informed consent
TR 70 R €Y o U-) - Y OO OSSO
5.8.2  Process of obtaining informed CONSENT. ...
5.8.3  Special circumstances for informed consent
5.84 Information to be provided to the SUDJECt. ...
5.8.,5 Informed CONSENE SIGNATUIE ...
FSTRS FC TN \\ = 120 03301 00 - U (o) o U000 OSSO
Clinical investigation PIANMIIE ... 28
6.1 General
6.2 RISK MANAZEIMIEIIT ..o 29
B.2.1  GEIIETAL ..o 29
6.2.2  Investigational device including clinical procedure risks and their disclosure ....29
6.2.3  Clinical iINVeStiGAtiON PIOCESS ...
6.3 Justification for the design of the clinical investigation
6.4  Clinical investigation plan (CIP) ...
6.5 Investigator's brochure (IB)
6.6 Case rePOTt fOIMS [CREFS) ...
6.7 IMIOMTEOTIIE PLAT et
6.8 Investigation site selection
6.9 ALTEEIMIEIIE(S ) e
6.10  LAD@IIINIZ ..o
6.11 Data monitoring cOmMmitte€e (DIMC) ...




10

Clinical investigation COMAUICT................o.ie e

7.1 GIBIIETAL ..o
7.2 INVestigation SIte INITIATION ...
7.3 Investigation site monitoring
7.4 Adverse events and device defiCIENCIES ...
7.4.1  Signals requiring immediate aCtion ...
7.4.2  Adverse events.........
7.4.3  Device deficiencies
7.4.4  Risk assessment process for potentially unacceptable risks
7.5 Clinical investigation documents and documentation
7.5.1  AMendments ...
7.5.2  Subject identifiCation LOZ ...
28 T05 TN Yo Y00 ol 30 Uo Yot 000 c) L o
7.6  Additional members of the investigation site team.
7.7  Subject privacy and confidentiality of data..................
7.8 Document and data control..........on,
7.8.1  Traceability of documents and data......
7.8.2  Recording of data........ccccscsnn
7.8.3  Electronic clinical data SYSTEIMS ...
7.9 Investigational device aCCOUNTADIIILY ...
7.10  Accounting for subjects
T LT AT e
Suspension, termination, and close-out of the clinical investigation...............cconn
8.1  Completion of the clinical iINVeStIAtION. ...
8.2 Suspension or premature termination of the clinical investigation
8.2.1  Procedure for suspension or premature termination. ...,
8.2.2  Procedure for resuming the clinical investigation after temporary suspension..40
8.3 ROUEINIE ClOSE=0UL .t
8.4 Clinical investigation report ...
8.5 Risk assessment and conclusions
8.6 Document retention
Responsibilities 0f the SPONSOT ...
9.1 Clinical qUAlITY MANAZEIMIEIIT ...t
9.2 Clinical investigation planning and conduct
9.2.1  Selection and training of clinical Personnel. ..., 42
9.2.2  Preparation of documents and MaterialS ..., 43
9.2.3  Conduct of clinical investigation
9.2.4  MONItOTING. ...
9.2.5  Safety evaluation and reporting
9.2.6  C(linical investigation close-out.........
9.3 Outsourcing of duties and functions.............c.......
9.4 Communication with regulatory aUthOTItIes ... 48
Responsibilities of the principal iInVestigator ...
T0.1 GEIIETAL e
10.2  Qualification of the principal investigator
10.3  Qualification of investigation site ..............c......
10.4 Communication With the EC ...t
10.5  INfOrmMed CONSENT PIOCESS. ... s
10.6  Compliance with the CIP
10.7  Medical Care Of SUDJECLS ...t
T0.8  SALELY TOPOTEIIIE ..ot




Annex A (normative) Clinical investigation plan (CIP).......... e 53

Annex B (normative) Investigator's brochure (IB)

Annex C (informative) Case report forms (CRFS) ...

Annex D (normative) Clinical investigation report

Annex E (informative) Essential clinical investigation documents..................coes 72
Annex F (informative) Adverse event categoriZation ... 79
Annex G (informative) EC reSPONSIDILITIES. ............cee e 81
Annex H (informative) Application of ISO 14971 to clinical investigations............ccoes 85
Annex I (informative) Clinical development STAZES ... 86
Annex J (informative) Clinical investigation audits...............coeeeeen s 91
BIDIEOZTAPIY . ... 94



		2026-07-11T13:30:08+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




