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Guidance for Pre-clinical Testing of Intraocular Lens
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-~ A AEET 2 Fof BH P F(Scope)
AR H 3T & 8] 4 1K § #(Intraocular Lens - IOL) o A& A 7 3§ # 2 & 55748 » $» & {5 47

(corneal implants and transplants) % H 5 p% %48 » $= o

I RREGE FREMZ #2 AR 2 £ £ %4 5 %E (Regulation number) 2 # #%|(Identification)
D4 538 P M.3600 X 1 -k %% (Intraocular lens)

RE% 3
& W‘*l*%ﬁ?ﬁﬁﬁ%%ﬁﬁ’?*%ﬁkﬁ$%% PR - &%éﬁﬁé W4

= ~ A 54t 2 .4 (Product description and specification)
&5 = 548 1 R & By % B (Power) ~ $7% & #ic(Cylinder power) ~ #7356 #ih & (Cylinder axis) ~ 3¢
v & #ic(Addition power) ~ # 48 © j(Overall diameter) ~ £ & % & jZ(Clear optic diameter) ~ 448 %
<t (Body dimensions) ~ _i>3t ® j% (Positioning hole diameter) ~ % %‘%f’:}f—@ % (Vault height) ~ 4¢ #
% % (Sagitta) % 4 2 % 3F = Z (Tolerance) g » % = it e 2 &L 7 B HERIIE -
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2.8 M P H 48(Monomer) ~ % F|(Crosslinking agent) ~ 42 4:#|(Initiator) ~ % *F sk & jc
A|(UV absorber) ~ 45 g ¢ 2 2 ¥ ¢ &|(Color additive) F 4 % = (> 2. 7 £ (& &) »
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4, F=iv 1 0 378+ 5 (Refractive index) ~ % 3# 7 1% 5 (Spectral transmittance) & o
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T~ % 22 F N % T (Safety and performance data)
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L2 3 4p % 1238 %
(Biocompatibility test)

(1) fmre & |35 (Cytotoxicity)

(2) 18 #73# % (Sensitization)

(3) # F1& {23# 5% (Genotoxicity)

(4) 223048 » B 3R E &35 (Local effects of non-ocular
implantation test)

(5) P3R4 » 25 (Ocular implantation) : % 4p F Rl e JE /&
€ ® 0P RE 42 (AePMMA) » 024 B TR TR 2 8
PEIL2h k J N o

- ISO 11979-5: 2020 V
- ISO 10993-1: 2018 @
- 1SO 10993-3: 2014 ©®
- ISO 10993-5: 2009 @
- ISO 10993-6: 2016 ©
- ISO 10993-10: 2021 ©
- ISO 10993-12: 2021 O

2.7 FFET
(Sterilization Validation)

s i& {7 % F)# 7 (Sterilization validation)#z % SAL(Sterility
assurance level)-|- >10° > i & & 7= SR8 o
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- ISO 17665-1: 2006 ®

- ISO 11135: 2014/Amd 1:
2018 ©@

- ISO 11137-1: 2006/Amd 2:
2018 (1

- ISO 11137-2: 2013/Amd 1:
2022

- 1SO 11137-3:2017 U2

RNE S &3

Biivp 32 2 E@E%LALtest) P F 2 7 & 7 (T4
0.2EU/device °

- 1SO 11979-8: 2017 1
- FDA Guidance (2015) 19

(Endotoxin test) C ik k REFL R
(1) & jsc & 3 B~2_ ¥ % P~ 4~ (Extractables by exhaustive * 1SO 11979-5: 2020 )
extraction)
4.4 T8 (V8 H (2) ¥ % 21 4 (Leachables)
(Physicochemical (3) -k f#4& =_|#(Hydrolytic stability)
properties) (4) * #& T_& (Photostability)

(5) #7eds 7 b2 4% T4 (Stability against Nd-YAG laser
exposure)

5.7 i ik
(Performance test)

(1) & < . #(Dimensions) :
Jo#% R B j% (Overall diameter) ~ L% £ 8 % 2 /&
(Clear optic diameter) ~ 448 ¢ <} (Body dimensions) ~ %_
=34 2 jZ (Positioning hole diameter) ~ & 45 %ri 78 3
(Vault height) ~ 4% % & % (Sagitta)

(2) & & # 4 (Optical properties)

i. /Ay 5% & (Dioptric power) : 3% & A & & (Spherical power)
[F142 Ay & & (Cylindrical power) ~ Fl41#h(Cylinder axis)
if 4¢ Ay 56 & (Addition power)

ii. & & (Image quality) © & 4% i %47 > 5 (Resolution
efficiency) 2 3 # 4% 3% I #ic & (Modulation transfer
function value, MTF)

iil. 6 3 7 # 5 (Spectral transmittance)

iv. A2 V¥ * Ak & # Fl(Lens in the extended power

- ISO 11979-2: 2014 19
- ISO 11979-3: 2012 19
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range) -
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() BT
i. 4t ¥ < B4 (Optic decentration)*
ii. 4.6 ¥ 4L (Optic tilt)*
iil. 3 A5 4 $F9rFd 3 & (Loop pull strength)
iv. # e ¥ @t * 4 (Dynamic fatigue durability)
v. % % % AR5 14 (Surface and bulk homogeneity)
vi. & %4 (Compression force)*
vii. B¥5+ % % (Compression force decay)*
viii. /B Sgfhe i 4 (Axial displacement in compression)*
ix. #f¥ % (Angle of contact)*
X. 7 f‘ 7% (Preloaded) K & 8 R 315 38 8p /i1 ~ B3
(Folding/injection testing) °
Xi. w5 4B~ Fok S R ¥ i (7 B I 4 47 (Clearance
analysis) > 3= &85 £ o 1 & 2 FEAR o
a~ o m 54E 2 48 r sV Al 4R (Phakic IOL) & ¥
FEEAN S A G I &k (Crystalline lens) 2 §E

b~ d @ 54 0 Ak A ANHDE £ 3 434D2 4 1
KSR AT D A R R AR R R R )
Eﬁ%ﬁ;{*@.ﬁ};% BIERFER

Xii. # & 3% 4 1 -k & 48 (Accommodative IOL) & ¥ 7= % &

* ST A SAEBR TR S R e Ak

ﬁ\ IM, °

% 48~ 7K & 8 (Anterior chamber lenses) & ' B+ &

I BREEAEEFNI FREFRP 2R .
6.% TP el ER N deid LR R o - ISO 11979-6: 2014 (7
(Shelf-life test)
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