DIN EN ISO 11980:2010-03 (E)

Ophthalmic optics - Contact lenses and contact lens care products - Guidance for
clinical investigations (ISO 11980:2009)

Contents Page
0T =T o 3
o X0 11T T o 4
1 £ o - PSS 5
2 Normative referenCes ... e 5
3 Terms and definitioNs ... 5
4 Clinical investigational requirements ..........cccccriiii e ———————— 5
4.1 7= o 1= T 5
4.2 Additional reqUIrEMENLS ... s s s s 6
4.21 £ (0 YA o L= 1o | PSS 6
4.2.2 Variables ..o 8
4.3 Other CONSIAErations .........coccciiiiiiiiirrr e e e s sn e s s am e e e e mn e e e s mnn s 8
Annex A (informative) Elements of a clinical investigation ..........cccccecviminnini 9

Annex B (informative) Procedures for the evaluation of safety, physiological performance and
effect on ocular tiISSUES ... —————————— 22

Annex C (informative) The evaluation of visual, refractive and lens performance and subject
= 1o o7 o) = T | o =X 28

=1 o7 [T Yo | = T o 17/ 32



		2026-06-13T01:28:50+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




