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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

in accordance with the
directivesl.

www.iso.org/iso/foreword.html

repared by Technical Committee ISO/TC 194, Biological and clinical

This seemd- edition cancels and replaces the {met-edﬁ.-mrr_lso 14155
m&&eﬁn&e&nmﬁ@%&ﬁﬁl which hm-e- been technically revised.

—inclusion of a summary section of GCP principles (see Clause 4);
— reference to registration ofthe clnical investigation in a publicly accessible database (see 5.4)
— inclusion of clnical quality management (see 9.1)

— inclusion of sk based monitoring (see 6.7);

— inclusion of statistical considerations in Anncs A

— inclusion of guidance for ethics committees in Anvex G

_gnnex H|
-!nnex II
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— inclusion of guidance on clinical investigation audits (see Arncs ).
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