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Ophthalmic implants - Intraocular lenses - Part 7: Clinical investigations

Contents Page
[ = T o o iv
1 £ T o - 1
2 Normative refer@ncCes ... ——————— 1
3 Terms and definitionNs ... ——————————— 1
4 Justification for a clinical investigation ..........cccco i ———— 1
5 Ethical considerations ...........cccciiiiii s ———————— 1
6 General reqUIrEMENLS ........ooiiiiciiiiii i ss e smn e e e s e s mmn e e e e e s e e s e mnn e e ea s s nnnns 2
6.1 = o = | 2
6.2 Additional reqUIremMeNnts ... e 2
Annex A (informative) Elements of a clinical investigation ..........cccccecviminiii 4
Annex B (informative) Evaluation of post-operative adverse event and visual acuity rates ................ 13
=1 o7 [T Yo | = T o 17/ 18



		2026-05-20T08:11:59+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




