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Ophthalmic implants - Intraocular lenses - Part 10: Clinical investigations of
intraocular lenses for correction of ametropia in phakic eyes

Contents Page
0T =T o iv
0 Yo 11T 3 T o \'
1 85 o o o - 1
2 Normative referenCes ... e 1
3 Terms,definitionsandabbreviatedterms ... 2
31 Terms and definitioNS .......cooo i an e nnee 2
3.2 Abbreviated terms ... an 2
4 (0 o [o= T I =T L] =1 4 1T 0 €SS 2
5 Mechanical reqUIremMents ... —————— 2
6 Biocompatibilityrequirements ... 2
7 Shelf-lifeandtransportstabilityrequirements ... 2
8 Fundamental reqUIrements ... s ssssss s s s s s s s s s s s s s s s s s ss s s ss s s e s s s essssssssssssssessssssssees 2
9 Justificationforaclinicalinvestigation ............ccccoiiiiiii i 3
10 General clinical reqUIremMEeNts ... ———————— 3
10.1 7= T - N 3
10.2 Design of a clinical investigation ... ———— 3
10.2.1 Requirements for all types of phakic IOLS ... 3
10.2.2 Additional requirements for PTIOLS .........oo s 3
10.2.3 Additional requirements for PMIOLS ... e 4
10.3 L0 3B T T =T T o 4
10.3.1 (7= 1= - 1 Y 4
10.3.2 Characteristics applying to the clinical evaluations for all types of phakic IOLs ................... 4
10.3.3 Additional characteristics applying t0 PTIOLS ........ccccccoirmrmmmiinsrcccsecrree s sssssses e e e s s s ssssmsenees 5
10.3.4 Additional characteristics applying to PMIOLS .........ccccoiiiimmnii e ssssssee e e e s sssmseneees 5
10.4 Duration of the investigation ... s e 5
10.5 T o1 1= 1S 5
10.6 Bilateral implantation ... ——————————— 5
10.7 Surgical teCANIGUE ......ooiiir i ————————— 6
10.8 Examination and treatment of subjects .........cccccciiiiiinc e ————— 6
10.9 WX VT =R =T L =3 =Y o Yo o 6
10.10 Inclusion and exclusion Criteria ... ———— 6
10.10.1 General criteria for all PhakiC IOLS ........ccooic i sssnr e e s ssmn e e e e s s smnmnn e e es 6
10.10.2 Additional criteria fOr PTIOLS ........ccccciiieeoiiirceierescmeessssme e s sssme e s sssmr e s sssms e s sss s e s ssssmnessssmsessnssnnes 9
10.10.3 Additional criteria for multifocal IOLs ...........cccciiiiiciiiccr e 9
1 Informationsuppliedbythemanufacturer ... 9
Annex A (informative) Elements in a phakic IOL clinical investigation ...........cccccoiiiiiiiincicncinniiaes 10
Annex B (informative) Statistical methods and sample size calculations ..........ccccceeciiiiiiciinniinininnns 16
= o 1T Yo =1 ¢ 0 )Y 17



		2026-07-06T08:04:59+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




