
Page 1

Short Title:

Statistical Analysis Plan 
CLE383-C004

Full Title:

Statistical Analysis Plan 
CLE383-C004 / 
NCT03349632

Protocol Title: Clinical Comparison of 4 Daily Disposable Soft Contact 
Lenses

Project Number: CLE383-C004

Protocol TDOC Number: TDOC-0054506

Author:

Template Version: Version 4.0

Approvals: See last page for electronic approvals

Job Notes:

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.

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

Printed By: Print Date:  

Effective

1.0; CURRENT; Most-Recent; EffectiveTDOC-0054657

Statistical Analysis Plan 17-Nov-2017



Page 2

Executive Summary:

Key Objective:

The primary objective of this study is to evaluate the overall performance of Daily 
Disposable (DD) T2 Soft Contact Lenses when compared to ACUVUE OASYS® Brand 
Contact Lenses 1-Day with HydraLuxe™ Technology (Oasys 1-Day), CooperVision®

MyDay® (MyDay) and 1-Day ACUVUE® MOIST (Moist) lenses.

Decision Criteria for Study Success:

Decision criteria for study success are not applicable for this study.
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1 St u d y O bj e cti v es a n d D esi g n

1. 1 St u d y O bj e cti v es

P RI M A R Y O B J E C TI V E

T h e pri m ar y  o bj e cti v e of t his st u d y is t o e v al u at e t h e o v er all p erf or m a n c e of D D T 2 l e ns es 

w h e n c o m p ar e d t o O as ys  1-D a y , My D a y a n d M oist l e ns es .

1. 2 St u d y D es c ri pti o n

K e y  c o m p o n e nts of t h e st u d y ar e s u m m ari z e d i n Ta bl e 1 - 1.

Ta bl e 1 -1 St u d y  D es cri pti o n S u m m ar y

St u d y  D esi g n Pr os p e cti v e, r a n d o mi z e d, p ar all el gr o u p, bil at er al cr oss o v er , 

d o u bl e -m as k e d

St u d y  P o p ul ati o n V ol u nt e er s u bj e cts a g e d 1 8 or o v er w h o ar e s oft d ail y  dis p os a bl e 

c o nt a ct l e ns w e ar ers ( e x cl u di n g c urr e nt O as ys  1-D a y , My D a y  a n d 

M oist w e ar ers), h a v e at l e ast 3 m o nt hs of c o nt a ct l e ns w e ari n g 

e x p eri e n c e, a n d w h o w e ar t h eir h a bit u al l e ns es at l e as t 5 d a ys p er 

w e e k a n d at l e ast 8 h o urs p er d a y . 

Ta r g et t o c o m pl et e: 6 0 ( 2 0 p er e a c h p ar all el gr o u p)

Pl a n n e d t o e nr oll: ~ 6 6 ( ~ 2 2 p er e a c h p ar all el gr o u p)

N u m b er of Sit es ~ 3 ( U S)

Te st Pr o d u ct D ail y  Dis p os a bl e T 2 S oft C o nt a ct L e ns es ( D D T 2 )

C o ntr ol Pr o d u c ts  A C U V U E O A S Y S ® Br a n d C o nt a ct L e ns es 1- D a y  wit h 
H y dr a L u x e ™ T e c h n ol o g y  ( O a s ys 1 -D a y )

 C o o p er Visi o n ® M y D a y ® ( M yD a y )
 1- D a y  AC U V U E ® M OI S T  ( M oist)

D ur ati o n of T r e at m e nt ~ 2 0 d a y s t ot al d ur ati o n

 Te st Pr o d u ct: 8 d a ys ( -1/ + 2 d a y s)

 C o ntr ol Pr o d u cts: 8 d a y s (-1/ 2 d a y s)

Vi sits Vi sit 1, D a y 1: B as eli n e/ Dis p e ns e L e ns 1

Vi sit 2, We e k 1 [ D a y  8 (-1/ + 2 D a y s)]: F oll o w -u p L e ns 1/ Dis p e ns e 

L e ns 2

Vi sit 3, We e k 2 [ D a y  8 (- 1/+ 2 D a y s)]: F oll o w -u p L e ns 2/ E xit  

A l c o n - B u si n ess Us e O nl y   Eff e cti v e D at e:  

D o c u m e nt:  V e rsi o n:  
St at us:  E f f e c t i v e

Pri nt e d B y:  Pri nt D at e:  

1 . 0 ;  C U R R E N T ;  M o s t - R e c e n t ;  E f f e c t i v eT D O C - 0 0 5 4 6 5 7

S t a t i s t i c a l  A n a l y s i s  P l a n 1 7- N o v- 2 0 1 7
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1.3 Randomization

A member of the Randomization Programming group at Alcon who is not part of the study 
team will generate the randomized allocation schedule(s) for study lens sequence assignment. 
Randomization will be implemented in iMedidata Balance.

Qualifying subjects will be randomized in a 1:1:1:1:1:1 manner to one of 6 lens sequences 
consisting of the test lens and a control lens as described below. For each sequence, subjects 
wear 1st lens then crossover to 2nd lens.

Sequence 1: DD T2/Oasys 1-Day
Sequence 2: Oasys 1-Day/DD T2
Sequence 3: DD T2/MyDay
Sequence 4: MyDay/DD T2
Sequence 5: DD T2/Moist
Sequence 6: Moist/DD T2

1.4 Masking

This study is double-masked.

1.5 Interim Analysis

There are no plans to conduct an interim analysis and no criteria by which the study would be 
terminated early based upon statistical determination

2 Analysis Sets

2.1 Safety Analysis Set

Safety analyses will be conducted using the safety analysis set on a treatment-emergent basis. 
As such, the safety analysis set will include all subjects/eyes exposed to any study lenses
evaluated in this study. For treatment-emergent safety analyses, subjects/eyes will be 
categorized under the actual study lens exposed in the corresponding lens sequence. 

Adverse events occurring from the time of informed consent but prior to first exposure to 
study lenses will be summarized in subject listings.
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4 Effectiveness Analysis Strategy

This study defines one primary endpoint  Data for DD T2 
will be summarized according to the crossover control worn per each parallel group. The 
Safety Analysis Set will serve as the primary set for all effectiveness analyses.

Continuous variables will be summarized using the number of observations, mean, standard 
deviation, median, minimum, and maximum. Categorical variables will be summarized with 
counts and percentages from each category.

All data obtained in evaluable subjects/eyes will be included in the analysis. No imputation 
for missing values will be carried out for the primary analysis.

A listing of selected effectiveness data will also be provided.

4.1 Effectiveness Endpoints

Primary Endpoint

The primary endpoint is the subjective rating on overall quality of vision, collected 
binocularly on a scale of 1 (Poor) to 10 (Excellent).

Secondary Endpoint

No secondary endpoint is defined for this study. 
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4.2 Effectiveness Hypotheses

Primary Effectiveness

No inferences are to be made on the primary effectiveness endpoint, therefore no hypotheses 
are formulated.

 

4.3 Statistical Methods for Effectiveness Analyses

4.3.1 Primary Effectiveness Analyses

Descriptive statistics for continuous variables will be provided. Additionally, counts and 
percentages will be provided for the following categories: 9-10, 7-8, 5-6, 3-4, 1-2.
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4. 4 M ulti pli cit y St r at e g y

N o m ulti pli cit y  a dj ust m e nt n e e ds t o b e c o nsi d er e d f or t h e eff e cti v e n ess e n d p oi nts si n c e n o 

f or m al hy p ot h esis t esti n g will b e c o n d u ct e d.

4. 5 S u b g r o u p A n al ys es a n d Eff e ct of B as eli n e F a ct o rs

It is n ot e x p e ct e d t h at d e m o gr a p hi c or b as eli n e c h ar a ct eristi cs will h a v e a n i m p a ct o n t h e 

st u d y r es ults i n t his st u d y. N o s u b gr o u p a n alys es ar e pl a n n e d.

4. 6 I nt e ri m A n al ysis f o r  Eff e cti v e n ess 

N o i nt eri m a n al ys is is pl a n n e d f or eff e cti v e n ess e n d p oi nts.

5 S af et y A n al ysis St r at e g y

5. 1 S af et y E n d p oi nts

T h e s af et y e n d p oi nts ar e

 A d v ers e e v e nts ( A E)

 Bi o mi cr os c o p y Fi n di n gs/ Slit L a m p E x a mi n ati o ns

o Li m b al h y p er e mi a

o B ul b ar h y p er e mi a

o C or n e al st ai ni n g

o C o nj u n cti v al st ai ni n g

o P al p e br al c o nj u n cti v al o bs er v ati o ns

o C or n e al e pit h eli al e d e m a

o C or n e al str o m al e d e m a

o C or n e al v as c ul ari z ati o n

o C o nj u n cti v al c o m pr essi o n/i n d e nti o n

o C h e m osis

o C or n e al i nfiltr at es

o Ot h er fi n di n gs



A l c o n - B u si n ess Us e O nl y   Eff e cti v e D at e:  
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5. 2 S af et y H y p ot h es es

T h er e ar e n o f or m al s af et y  h yp ot h es es i n t his st u d y . T h e f o c us of t h e s af et y a n al ys is will b e a 

c o m pr e h e nsi v e d es cri pti v e ass ess m e nt of s af et y e n d p oi nts list e d i n S e cti o n 5. 1. 

5. 3 St atisti c al M et h o ds f o r S af et y A n al ys es

T h e a n al ys is s et f or all s af et y a n alys es is t h e s af et y a n al ys is s et as d efi n e d i n S e cti o n 2. 1.  

B as eli n e will b e d efi n e d as t h e l ast m e as ur e m e nt pri or t o e x p os ur e t o st u d y l e ns es o n Vi sit 1. 

S af et y  v ari a bl es will b e s u m m ari z e d d es cri pti v el y. 

5. 3. 1 A d v e rs e E v e nts

T h e a p pli c a bl e d efi niti o n of a n A E is i n t h e st u d y  pr ot o c ol. All A Es o c c urri n g fr o m w h e n a 

s u bj e ct si g ns i nf or m e d c o ns e nt t o w h e n a s u bj e ct e xits t h e st u d y  will b e a c c o u nt e d f or i n t h e 

r e p orti n g.

A n al y sis a n d pr es e nt ati o n of pr e -tr e at m e nt A Es will b e s e p ar at e d fr o m tr e at m e nt -e m er g e nt 

A Es o c c urri n g d uri n g t h e st u d y  p eri o d. A pr e -tr e at m e nt A E is a n e v e nt t h at o c c urs aft er 

si g ni n g i nf or m e d c o ns e nt b ut pri or t o e x p os ur e t o st u d y  l e ns es. T h e p eri o d f or tr e at m e nt-

e m er g e nt A E a n al ys is st arts fr o m e x p os ur e t o st u d y l e ns es u ntil t h e s u bj e ct c o m pl et es or is 

dis c o nti n u e d fr o m t h e st u d y . E a c h A E will b e s u m m ari z e d u n d er t h e e x p os e d l e ns b as e d u p o n 

t h e e v e nt o ns et d at e/ti m e, u p u ntil t h e st art of t h e n e xt l e ns i n t h e cr oss o v er s e q u e n c e.

T h e f oll o wi n g t a bl es a n d s u p p orti v e listi n gs will b e pr o vi d e d:

 I nci d e n c e of All O c ul ar T r e at m e nt-E m er g e nt A d v ers e D e vi c e Eff e cts

 I nci d e n c e of All O c ul ar Tr e at m e nt -E m er g e nt A d v ers e E v e nts, N ot R el at e d

 I nci d e n c e of All O c ul ar Tr e at m e nt -E m er g e nt A d v ers e E v e nts, O v er all

 I nci d e n c e of All N o n o c ul ar Tr e at m e nt -E m er g e nt A d v ers e D e vi c e Ef f e cts

 I nci d e n c e of All N o n o c ul ar Tr e at m e nt -E m er g e nt A d v ers e E v e nts, N ot R el at e d

 I nci d e n c e of All N o n o c ul ar Tr e at m e nt -E m er g e nt A d v ers e E v e nts, O v er all

 Listi n g of All O c ul ar T r e at m e nt-E m er g e nt A d v ers e E v e nts

 Listi n g of All N o n o c ul ar T r e at m e nt-E m er g e nt A d v ers e E v e n ts

 Listi n g of All O c ul ar Pr e -Tr e at m e nt A d v ers e E v e nts

 Listi n g of All N o n o c ul ar Pr e -Tr e at m e nt A d v ers e E v e nts

5. 3. 2 Bi o mi c r os c o p y Fi n di n gs/ Slit L a m p E x a mi n ati o n
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 Fr e q u e n c y  a n d P er c e nt a g e f or Bi o mi cr os co p y  Fi n di n gs by V isit

 I nci d e n c e of I n cr e as e d S e v erit y b y 2 or M or e Gr a d es i n Bi o mi cr os c o p y Fi n di n gs 

 Listi n g of S u bj e cts W it h Ot h er Bi o mi cr os c o py Fi n di n gs

 Listi n g of S u bj e cts W it h I n cr e as e d S e v erit y b y 1 Gr a d e i n Bi o mi cr os c o py Fi n di n gs 

[ T his listi n g will in cl u d e all r el e v a nt visit wit hi n t h e cr oss o v er p eri o d]

 Listi n g of S u bj e cts W it h I n cr e as e d S e v erit y b y 2 or M or e Gr a d es i n Bi o mi cr os c o p y 

Fi n di n gs [ T his listi n g will i n cl u d e all r el e v a nt visits wit hi n t h e cr oss o v er p eri o d]

 Listi n gs of S u bj e cts wit h I nfiltr at es

5. 3. 3 D e vi c e D efi ci e n ci es

T h e f oll o wi n g t a bl es a n d s u p p orti v e listi n gs will b e pr o vi d e d:

 Fr e q u e n c y  of Tr e at m e nt -E m er g e nt D e vi c e D efi ci e n ci es

 Listi n g of T r e at m e nt-E m er g e nt D e vi c e D efi ci e n ci es

 Listi n g of D e vi c e D efi ci e n ci es Pri or T o T r e at m e nt E x p os ur e

6 A n al ysis St r at e g y f o r Ot h e r E n d p oi nts

N ot a p pli c a bl e.

8 R ef e r e n c es

N ot a p pli c a bl e.

9 R e visi o n Hist o r y
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St atisti c al A n al y sis Pl a n is b as e d o n Ve rsi o n 1. 0 of t h e st u d y  pr ot o c ol.
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1 0 A p p e n di x

T a bl e 1 0 0 – 1 S c h e d ul e of St u d y P r o c e d u r es a n d Ass ess m e nts

P r o c e d u r e/ Ass ess m e nt

Visit 1, D a y 1: 
B as eli n e/
Dis p e ns e 
L e ns 1

Visit 2, W e e k 1:
D a y  8 of l e ns 

w e ar
(-1/ + 2 d a ys) 

F oll o w - u p L e ns 1/
Dis p e ns e L e ns 2

Visit 3, W e e k 2:
D a y  8 of l e ns 

w e ar
(-1/ + 2 d a ys) 

F oll o w -u p L e ns 2 /
E xit

U ns c h e d ul e d
Visit

I nf or m e d C o ns e nt  - - -

D e m o gr a p hi cs  - - -

M e di c al Hist or y  - - -

C o n c o mit a nt M e di c ati o ns  ( ) ( ) ( )

I ncl usi o n/
E x cl usi o n

 - - -

H a bit u al l e ns
( br a n d, p o w er)*

 - - -

V A w/ h a bit u al c orr e cti o n
(O D, O S, S n ell e n
dist a n c e) *

 -  ( )

Bi o mi cr os c o p y    

Dis p e ns e st u d y  l e ns es   - -

V A w/ st u d y l e ns es (O D, 
O S, S n ell e n dist a n c e )

   ( )
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P r o c e d u r e/ Ass ess m e nt

Visit 1, D a y 1: 
B as eli n e/
Dis p e ns e 
L e ns 1

Visit 2, W e e k 1:
D a y  8 of l e ns 

w e ar
(-1/ + 2 d a ys) 

F oll o w - u p L e ns 1/
Dis p e ns e L e ns 2

Visit 3, W e e k 2:
D a y  8 of l e ns 

w e ar
(-1/ + 2 d a ys) 

F oll o w -u p L e ns 2 /
E xit

U ns c h e d ul e d
Visit

S u bj e cti v e r ati n g wit h 
st u d y l e ns es: 
•
•  
•
•
• o v er all q u alit y of visi o n
•
•

- 
( F oll o w- u p 

L e ns 1)
 

A E s    

D e vi c e d efi ci e n ci es    

E xit F or m ( ) ( ) ( ) ( )

( ) ass ess m e nt p erf or m e d as n e c ess ar y, e g, d e cr e as e of VA b y 2 li n es or m or e wit h i n v esti g ati o n al pr o d u ct (I P)
* S o ur c e o nl y

ᵼ
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