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Test Group (A Code): Adult subjects, 20 years of age or older, with no ocular pathology 
that confound study outcomes, who require cataract extraction by 
phacoemulsification and eligible Toric IOL implantation for study eye. 
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To avoid effect of post operative uncorrected visual acuity.
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Prospective, single arm, multicenter study 
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Cataract surgery and Study IOL
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 When a routine 
clinical assessment is performed before obtaining informed consent, data from these assessments 
may be used as study data.
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Subject evaluability based on pre specified deviations and their impact on analysis sets will be 
determined prior to locking the database. Protocol deviations and their impact on analysis sets, eg, 
individual visits and data points to be excluded will be pre specified in the Deviation and 
Evaluability Plan (DEP). 
 

Datasets used for effectiveness and safety analysis are as follows. 
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9.2.1 Safety Analysis Set 
The pre treatment safety analysis set will include all subjects who consented to 

participate in the study. The pre treatment safety analysis set will be the set that will be 
used to summarize occurrence of adverse experiences prior to exposure to the test article. 
The treatment emergent safety analysis set will include all eyes with attempted 
implantation with the test article (successful or aborted after contact with the eye). 
 
9.2.2 All Implanted Analysis Set (AAS) 

9.2.3 Best Case Analysis Set (BAS) 

The pre treatment safety analysis set will be used to summarize occurrence of adverse 
experiences prior to exposure to the test article. The treatment emergent safety analysis 
set will be used for safety analysis after implantation of test article.  Non target eyes will 
be included in safety analysis if the eye is implanted with test article.  The AAS and BAS 
will be used for primary effectiveness analysis in the study, with priority given to AAS 
results.  The AAS will be used for exploratory analysis in the study. 

 

For all datasets (Safety Analysis Set, AAS, BAS), demographic factors (sex, age, axis length, 
planned IOL angle, pre operative astigmatism, IOL model, pre operative astigmatism volume), 
descriptive statistics will be provided.  For sex, age (<60, 60 69, 70 79, ≥ 80), axial length (<22, 
22 26.9, 27≤ mm), planned IOL angle (0 45° or 135 180°, 46 136°), pre operative astigmatism 
(with the rule, against the rule, oblique), IOL model (SN6AT3, SN6AT4, SN6AT5), the N and 
percentage will be provided.  For age, axis length and pre operative astigmatism volume, 
arithmetic mean, standard deviation, N, median, min and max) will be provided. 
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IOL 
rotation at Visit 4 from Visit 00.
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No missing data imputation will be conducted. 

A patient listing of adverse experiences prior to exposure to the test article will be provided.  
Safety variables after exposure to the test article are as follows.  Each safety variable will be 
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summarized descriptively.  Descriptive statistics (mean, standard deviation, N, median, min and 
max) will be provided for actual value and change from appropriate baseline at each visit for 
continuous variables.  For categorical variables, N and percent will be provided for each category. 

Interim analysis will be conducted twice after all subjects complete Visit 4 (Day 120 180) and 
Visit 6 (Day 630  780) visits to evaluate safety and effectiveness of the test lens.  The primary 
analysis will be conducted after all subjects complete Visit 4.  The final analysis will be conducted 
after all subjects complete Visit 7 (Day 990 1140).  Interim analyses are not intended to stop the 
study early.  Also, the interim analysis will be performed in the same way of the final analysis at 
Visit 7. 

 

According to ISO standards*, at least 100 subjects should be enrolled to investigate IOL rotation.  
The 120 subjects will be enrolled assuming that dropout rate is around 16%. 
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(related and unrelated to the medical device) 
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Actions to take for adverse events
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Supply of new information

Avoiding emergent risks
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informed consent is obtained.
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