


≠

≠

≠





Page 4

5.1 Safety Endpoints...............................................................................................15
5.2 Safety Hypotheses ............................................................................................16
5.3 Statistical Methods for Safety Analyses ...........................................................16
5.3.1 Glistening Grade...........................................................................................16
5.3.2 YAG Laser Treatment Rate for Post Capsular Opacification .......................16
5.3.3 Adverse Events .............................................................................................16
5.3.4 Device Deficiencies......................................................................................17
5.3.5 Posterior Capsule Opacification ...................................................................17

5.4 Interim Analysis for Safety...............................................................................18
6 Pharmacokinetic Analysis Strategy ......................................................................18

7 Analysis Strategy for Other Endpoints .................................................................18

8 Sample Size and Power Calculations ...................................................................18

9 Reference ..............................................................................................................19

10 Revision History ...................................................................................................19

List of Tables
Table 1-1 Schedule of Study Visits ............................................................................................6

Table 4-1 Definition of Axis Difference ....................................................................................8

List of Figures
Figure 1-1 Outline of this study.................................................................................................5

Alcon - Business Use Only  Effective Date:  
Document:  Version:  

Printed By: Print Date:  

1.0; CURRENT; Most-Recent; EffectiveTDOC-0054060
Statistical Analysis Plan 07-Aug-2017



Page 5

1 Study Objectives and Design

1.1 Study Objectives

The objective of this study is to describe safety and effectiveness for patients who are 
implanted with AcrySof IQ Toric (A-code). All analysis in this study will be performed for 
the descriptive purpose.

1.2 Study Description

This is a prospective, single-arm, and multicenter study.  The subject who has corneal 
astigmatism, will be judged by Alcon Toric IOL Calculator to be eligible implantation of 
SN6AT3, SN6AT4, SN6AT5 and will be implanted recommended IOL model will be 
enrolled.  The subjects will be examined from pre-operative visit to 3 years post-operatively. 
One hundred and twenty subjects will be enrolled. One eligible eye will be selected as a 
target eye for effectiveness analysis. If both eyes are eligible, the eye in which IOL is 
implanted first will be selected as a target eye.  

A total of 10 scheduled visits are planned including the Preoperative (Visit 0) and the 
Operative (Visit 00 and Visit 00-A).  

Figure 1-1 Outline of this study

Scheduled postoperative visits must occur at the following intervals: 1-2 days, 7-14 days, 30-
60 days, 120-180 days, 330-420 days, 630-780 days and 990-1140 days.  See Table 1-1 
Schedule of Study Visits.
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Table 1-1 Schedule of Study Visits

Time from Implantation Study Visit
Preoperative Visit 0
Operative (Day 0) Visit 00 / 00-A
1-2 days Visit 1
7-14 days Visit 2
30-60 days Visit 3
120-180 days Visit 4
330-420 days Visit 5
630-780 days Visit 6
990-1140 days Visit 7

1.3 Randomization

This is a single-arm study.  All subjects will be implanted with AcrySof IQ Toric A-code
SN6AT3, SN6AT4 and SN6AT5.

1.4 Masking

This is an open label study.

1.5 Interim Analysis

 
  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).   

 

2 Analysis Sets

2.1 Efficacy Analysis Sets

All Implanted Analysis Set (AAS):

All-Implanted Analysis Set (AAS) will include all eyes with successful test article 
implantation.
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model (SN6AT3, SN6AT4, SN6AT5).   
 

4.4 Multiplicity Strategy

No confirmatory hypothesis tests are planned.
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5.2 Safety Hypotheses

There are no formal safety hypotheses in this study. The focus of the safety analysis will be a 
comprehensive descriptive assessment of safety endpoints listed in Section 5.1. 

5.3 Statistical Methods for Safety Analyses

The analysis set for all safety analyses is defined in Section 2.2.  Safety variables after 
exposure to the test article are listed in Section 5.1.  Each safety variable will be summarized 
descriptively. Also, safety variables will be analyzed by IOL model (SN6AT3, SN6AT4, 
SN6AT5) as needed.

5.3.1 Glistening Grade

The categories of grading scale for glistenings include Grade 0 (No glistenings), Grade 1 
(Mild: 50/mm3), Grade 2 (Moderate: 100/mm3), and Grade 3 (Severe: 200/mm3).  
Descriptive categorical statistics including number and percent of eyes with glistening 
grading scale will be tabulated at scheduled visit and/or unscheduled visit. Also, number and 
percentage of the eyes with worst glistening grade through the postoperative visits will be 
tabulated.

5.3.2 YAG Laser Treatment Rate for Post Capsular Opacification

YAG laser treatment will be recorded as whether Nd:YAG laser capsulotomy was performed 
or not (none/yes).  Number and percentage of eyes which were performed YAG laser 
treatment will be summarized at scheduled and/or unscheduled visit and through the 
postoperative visits.

5.3.3 Adverse Events

A patient listing of adverse experiences prior to exposure to the test article will be provided.  
The number and percentage of eyes with ocular adverse events will be presented.  Also, the 
number and percentage of subjects with non-ocular adverse events will be presented.  An eye 
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percentage of eyes with posterior capsule opacification through postoperative visits will also 
be summarized.

5.4 Interim Analysis for Safety

 
  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).   

 

6 Pharmacokinetic Analysis Strategy

Not Applicable.

7 Analysis Strategy for Other Endpoints

Not Applicable.

8 Sample Size and Power Calculations

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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9 Reference

10 Revision History

This is the original (Version 1.0) Statistical Analysis Plan for this study. This version of the 
Statistical Analysis Plan is based on Version 1.0 of the study protocol.

[1] ISO 11979-7, “Ophthalmic implants -- Intraocular lenses -- Part 7: Clinical 
investigations,” 6.2.2 Additional requirements for toric IOLs, 2014. 
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