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Executive Summary:

Key Objectives:

The primary objective is to demonstrate effectiveness and safety of the Daily Disposable 
(DD) T2 soft contact lens when worn for daily disposable wear as compared to DAILIES 
TOTAL1® (DT1) soft contact lens.

Decision Criteria for Study Success:

Decision criteria for study success are not applicable for this study. 
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1 Study Objectives and Design

1.1 Study Objectives
PRIMARY OBJECTIVE

The primary objective is to demonstrate effectiveness and safety of the DD T2 soft contact 
lens when worn for daily disposable wear as compared to DT1 soft contact lens. 

1.2 Study Description
Key components of the study are summarized in Table 1-1.

Table 1-1 Study Description Summary

Study Design Prospective, randomized,  controlled, double-masked, 
parallel-group

Study Population Volunteer subjects aged 18 or over who are soft contact lens
wearers, excluding DT1 habitual wearers, have at least 3 months 
of contact lens wearing experience, and who wear their habitual 
lenses at least 5 days per week and at least 8 hours per day.
Subjects must require contact lenses in a power range from -1.00 
to -6.00 DS.  

Target to complete: 90 subjects (60:30;Test:Control); Planned to 
enroll: ~99 subjects (66:33; Test:Control)

Number of Sites ~6 (US)
Test Product DD T2 soft contact lenses
Control Product DT1 (delefilcon A) daily disposable soft contact lenses
Duration of Treatment Approximately 3 months
Visits Visit 1: Baseline/ Screening

Visit 2: Dispense (up to 4 days after lens order) 
Visit 3: Week 1 follow-up (7 -1/+2 days)
Visit 4: Week 2 follow-up (15 -1/+3 days)
Visit 5: 1-month follow-up (30 -2/+5 days)
Visit 6: 2-month follow-up (60 -2/+5 days)
Visit 7: 3-month follow-up/Exit (95 -2/+5 days)

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 assignment. 
Randomization will be implemented in iMedidata BALANCE.
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Subjects will be randomized in a 2:1 ratio to receive either DD T2 or DT1 soft contact lenses, 
respectively.  

 

Randomization schedule will be blocked to ensure a balance (2:1) in lens allocation within 
sites.

1.4 Masking
This study is double-masked.

The following individuals associated with the study will be considered unmasked: unmasked 
study coordinator(s), lead clinical site manager, clinical site manager, unmasked data 
manager(s), Interactive Response Technology manager, and randomization specialist. 

1.5 Interim Analysis
No interim analyses are planned for this study.

2 Analysis Sets

2.1 All Enrolled
All subjects who have signed the informed consent for the study will be included in the All 
Enrolled analysis set.

2.2 Enrolled Dispensed
Enrolled Dispensed is a subset of All Enrolled subjects/eyes which have been exposed to 
study lenses. Lenses from the fitting set used for power determination are not considered 
study lenses in this context.  

2.3 Enrolled Not Dispensed
Enrolled Not Dispensed is a subset of All Enrolled subjects/eyes which have not been 
exposed to study lenses. Lenses from the fitting set used for power determination are not 
considered study lenses in this context.
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2. 4 C o m pl et e d

T h e C o m pl et e d a n al ys is s et c o nsists of E nr oll e d Dis p e ns e d s u bj e cts/ e yes c o m pl e ti n g t h e 

st u d y. 

2. 5 Dis c o nti n u e d

T h e Dis c o nti n u e d a n al ysis s et c o nsists of E nr oll e d Dis p e ns e d s u bj e cts/ e y es n ot c o m pl eti n g 

t h e st u d y.

3 S u bj e ct C h a r a ct e risti cs a n d St u d y C o n d u ct S u m m a ri es

D e m o gr a p hi c i nf or m ati o n ( a g e, s e x, et h ni cit y, a n d r a c e),  

, a n d h a bit u al l e ns i nf or m ati o n will b e pr es e nt e d b y l e ns gr o u p 

a n d o v er all f or t h e All E nr oll e d s et. 

 

T h e f oll o wi n g t a bl es a n d listi n gs f or st u d y  c o n d u ct s u m m ari es will b e pr es e nt e d:

 A c c o u nt a bilit y  b y E yes E nr oll e d i n t h e St u d y  a n d Distri b uti o n b y St at us

 Listi n g of L e ns Assi g n m e nt b y  In v esti g at or

 Dis c o nti n u e d S u bj e cts T a b ul at e d b y  C o m pl et e d Visits a n d R e as o n f or Dis c o nti n u ati o n 

wit h I n ci d e n c e R at es

 Listi n g of S u bj e cts Dis c o nti n u e d fr o m St u d y

 Listi n g of O ut - of-Wi n d o w V isits

4 Eff e cti v e n ess A n al ysis St r at e g y

T his st u d y  d efi n es o n e pri m ar y e n d p oi nt . U nl ess ot h er wis e 

s p e cifi e d , s e p ar at e s u m m ar y t a bl es will b e pr e p ar e d f or t h e C o m pl et e d a n d t h e Dis c o nti n u e d 

s ets wit h t h e f oll o wi n g disti n cti o n :

 C o m pl et e d C o ntr ol ( e y es/s u bj e cts)

 C o m pl et e d T est ( e y es/s u bj e cts)

 Dis c o nti n u e d C o ntr ol ( e y es/s u bj e cts)



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 4 2 8

S t a t i s t i c a l  A n a l y s i s  P l a n 2 2- S e p- 2 0 1 7

Dis c o nti n u e d T est ( e y es/s u bj e cts)
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4.1 Effectiveness Endpoints
Primary Endpoint

The primary endpoint is distance visual acuity (VA) with study lenses, collected in Snellen, 
for each eye. Conversion will be made to the logMAR scale. 

4.2 Effectiveness Hypotheses
Primary Effectiveness

No inferences are to be made on the primary effectiveness endpoint; therefore, no hypotheses
are formulated.
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4. 3 St atisti c al M et h o ds f o r Eff e cti v e n ess A n al ys es

4. 3. 1 P ri m a r y Eff e cti v e n ess A n al ys es

S u m m ar y  st atisti cs will b e pr o vi d e d at e a c h visit ( Dis p e ns e, We e k 1 , We e k 2 , 1-m o nt h, 2 -

m o nt h, 3 -m o nt h, a n d all u ns c h e d ul e d visits c o m bi n e d ). D es cri pti v e s u m m ar y st atisti cs will b e 

dis pl a y e d wit h c o u nt s a n d p er c e nt a g es o n t h e S n ell e n c at e g ori es, a n d n , m e a n, st a n d ar d 

d e vi at i o n, m e di a n, mi ni m u m, a n d m a xi m u m f or t h e c o n v ert e d l o g M A R v al u es.

I n a d diti o n, t h e f oll o wi n g will b e pr es e nt e d:

 S hift t a bl e c o m p ari n g V A at dis p e ns e vs . s u bs e q u e nt visits

 Fr e q u e n c y  a n d p er c e nt f or V A  of 2 0/ 3 0 or b ett er, fi n al V A  wit hi n 1 li n e of Dis p e ns e,

fi n al V A  w ors e t h a n 1 li n e of Dis p e ns e



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 4 2 8

S t a t i s t i c a l  A n a l y s i s  P l a n 2 2- S e p- 2 0 1 7

Listi n g f or V A c h a n g es fr o m Dis p e ns e of 2 or m or e li n es d uri n g t h e st u d y
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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 up a n al ys 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

T h er e ar e n o pl a ns t o c o n d u ct a n i nt eri m a n al ys is a n d n o crit eri a by w hi c h t h e st u d y w o ul d b e 

t er mi n at e d e arl y b as e d u p o n st atisti c al d et er mi n ati o n. 

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 n

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:  

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 4 2 8

S t a t i s t i c a l  A n a l y s i s  P l a n 2 2- S e p- 2 0 1 7

D e vi c e d efi ci e n ci es
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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

U nl ess ot h er wis e s p e cifi e d, s e p ar at e s u m m ar y t a bl es will b e pr e p ar e d f or t h e C o m pl et e d a n d 

t h e Dis c o nti n u e d s ets wit h t h e f oll o wi n g disti n cti o n:

 C o m pl et e d C o ntr ol ( e yes/s u bj e cts)

 C o m pl et e d T est ( e y es/s u bj e cts)

 Dis c o nti n u e d C o ntr ol ( e y es/s u bj e cts)

 Dis c o nti n u e d T est ( e y es/s u bj e cts)

S u bj e cts/ e y es will b e c at e g ori z e d u n d er t h e a ct u al l e ns e x p os e d. 

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 d v ers e E v e nt 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 u ri 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 t h e st u d y l e ns ( n ot i n cl u di n g fitti n g 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 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. 

D es cri pti v e s u m m ari es ( c o u nts a n d p er c e nt a g es) f or o c ul ar a n d n o n o c ul ar A Es will b e 

pr es e nt e d b y M e di c al Di cti o n ar y  f or R e g ul at or y Acti viti es ( M e d D R A) Pr ef err e d T er ms ( P T). 

S eri o us A Es a n d si gnifi c a nt n o ns eri o us o c ul ar A Es will b e n ot e d . A d diti o n all y , r el ati o ns hi p t o 

l e ns will b e i d e ntifi e d i n all A E t a bl es. U nit of pr es e nt ati o n f or o c ul ar A Es will b e e y e a n d 

n o n o c ul ar A Es will b e s u bj e ct. 

I n di vi d u al s u bj e ct listi n gs will b e pr o vi d e d f or b ot h pr e -tr e at m e nt a n d tr e at m e nt-e m er g e nt 

A Es, w h er e a n y A E l e a di n g t o st u d y dis c o nti n u ati o n will b e i n di c at e d .

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

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 4 2 8

S t a t i s t i c a l  A n a l y s i s  P l a n 2 2- S e p- 2 0 1 7

Bi o mi cr os c o p y ass ess m e nt will b e p erf or m e d at all st u d y  visits, i n cl u di n g Visit 1 t o 7 a n d 

u ns c h e d ul e d visits . T h e r e p orti n g u nit f or e a c h bi o mi cr os c o p y fi n di n g will b e e y e.
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A summary of grade category counts and percentages will be presented for each parameter at 
each scheduled visit and all unscheduled visits combined.  

5.3.3 Device Deficiencies
A frequency table showing counts for each treatment-emergent Device Deficiency category 
will be presented. In addition, listings for treatment-emergent and pre-treatment device 
deficiencies will be provided.

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

Printed By: Print Date:  

Effective

1.0; CURRENT; Most-Recent; EffectiveTDOC-0054428

Statistical Analysis Plan 22-Sep-2017



Page 13

8 References
1. Premarket Notification (510(k)) Guidance Document for Daily Wear Contact Lenses

2. ISO 11980:2012 Ophthalmic optics - Contact lenses and contact lens care products -
Guidance for clinical investigations

9 Revision History
This is the original (Version 1.0) Statistical Analysis Plan for this study. This version of the 
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1 0 A p p e n di x

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

P r o c e d u r e/ 

Ass ess m e nt

Visit 1, 

B as eli n e/ 

S c r e e ni n g 

( D a y 0)

Visit 2, 

Dis p e ns e 

st u d y 

l e ns es

Visit 3, 

W e e k 1 

f oll o w-

u p

Visit 4, 

W e e k 2 

f oll o w-

u p

Visit 5, 

1- m o nt h 

f oll o w-

u p

Visit 6, 

2- m o nt h 

f oll o w-

u p

Visit 7, 

3- m o nt h 

f oll o w-

u p/ e xit

U S V

U p t o 

4 d a ys 

aft er l e ns 

or d er 

( D a y 1 

of l e ns 

w e ar)

7 d a ys 

(-1/ + 2 

d a ys) 

fr o m t h e 

Dis p e ns e 

visit

1 5 d a ys 

(-1/ + 3 

d a ys) 

fr o m t h e 

Dis p e ns e 

visit

3 0 d a ys 

(-2 d a ys 

/ + 5 d a ys) 

fr o m t h e 

Dis p e ns e 

visit

6 0 d a ys 

(-2 d a ys 

/ + 5 d a ys) 

fr o m t h e 

Dis p e ns e 

visit

9 5 d a ys 

(-2 d a ys 

/ + 5 d a ys) 

fr o m t h e 

Dis p e ns e 

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 n cl usi o n/ 

E x cl usi o n
 - - - - - - -

V A w/ h a bit u al 

c orr e cti o n

( S n ell e n dist a n c e)

   - - - -  ( )

Bi o mi cr os c o p y              ( )

Or d er s u bj e ct’s 

st u d y l e ns es 
 - - - - - - -

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 4 2 8

S t a t i s t i c a l  A n a l y s i s  P l a n 2 2- S e p- 2 0 1 7
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P r o c e d u r e/ 

Ass ess m e nt

Visit 1, 

B as eli n e/ 

S c r e e ni n g 

( D a y 0)

Visit 2, 

Dis p e ns e 

st u d y 

l e ns es

Visit 3, 

W e e k 1 

f oll o w-

u p

Visit 4, 

W e e k 2 

f oll o w-

u p

Visit 5, 

1- m o nt h 

f oll o w-

u p

Visit 6, 

2- m o nt h 

f oll o w-

u p

Visit 7, 

3- m o nt h 

f oll o w-

u p/ e xit

U S V

U p t o 

4 d a ys 

aft er l e ns 

or d er 

( D a y 1 

of l e ns 

w e ar)

7 d a ys 

(-1/ + 2 

d a ys) 

fr o m t h e 

Dis p e ns e 

visit

1 5 d a ys 

(-1/ + 3 

d a ys) 

fr o m t h e 

Dis p e ns e 

visit

3 0 d a ys 

(-2 d a ys 

/ + 5 d a ys) 

fr o m t h e 

Dis p e ns e 

visit

6 0 d a ys 

(-2 d a ys 

/ + 5 d a ys) 

fr o m t h e 

Dis p e ns e 

visit

9 5 d a ys 

(-2 d a ys 

/ + 5 d a ys) 

fr o m t h e 

Dis p e ns e 

visit

Dis p e ns e or 

pr o visi o n of st u d y 

l e ns es

-  - -    - ( )

V A w/ st u d y 

l e ns es ( S n ell e n 

dist a n c e)

             ( )

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 4 2 8

S t a t i s t i c a l  A n a l y s i s  P l a n 2 2- S e p- 2 0 1 7



P a g e 1 6

P r o c e d u r e/ 

Ass ess m e nt

Visit 1, 

B as eli n e/ 

S c r e e ni n g 

( D a y 0)

Visit 2, 

Dis p e ns e 

st u d y 

l e ns es

Visit 3, 

W e e k 1 

f oll o w-

u p

Visit 4, 

W e e k 2 

f oll o w-

u p

Visit 5, 

1- m o nt h 

f oll o w-

u p

Visit 6, 

2- m o nt h 

f oll o w-

u p

Visit 7, 

3- m o nt h 

f oll o w-

u p/ e xit

U S V

U p t o 

4 d a ys 

aft er l e ns 

or d er 

( D a y 1 

of l e ns 

w e ar)

7 d a ys 

(-1/ + 2 

d a ys) 

fr o m t h e 

Dis p e ns e 

visit

1 5 d a ys 

(-1/ + 3 

d a ys) 

fr o m t h e 

Dis p e ns e 

visit

3 0 d a ys 

(-2 d a ys 

/ + 5 d a ys) 

fr o m t h e 

Dis p e ns e 

visit

6 0 d a ys 

(-2 d a ys 

/ + 5 d a ys) 

fr o m t h e 

Dis p e ns e 

visit

9 5 d a ys 

(-2 d a ys 

/ + 5 d a ys) 

fr o m t h e 

Dis p e ns e 

visit

A E s              ( )

D e vi c e 

d efi ci e n ci es 
             ( )

E xit F or m ( ) ( ) ( ) ( ) ( ) ( ) ( ) ( )

(

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 4 2 8

S t a t i s t i c a l  A n a l y s i s  P l a n 2 2- S e p- 2 0 1 7

) 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 vis u al a c uit y  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 cts.

U S V = U ns c h e d ul e d Visit

 

 

 



                                                                                                                

                                                                                     

Date/Time 
(mm/dd/yyyy GMT): Signed by: Justification:

09/22/2017 19:17:20

09/22/2017 15:58:03

09/22/2017 15:55:11

09/22/2017 15:55:11

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

Printed By: Print Date:  

Effective

1.0; CURRENT; Most-Recent; EffectiveTDOC-0054428

Statistical Analysis Plan 22-Sep-2017


	Statistical Analysis Plan CLE383-C005
	1 Study Objectives and Design
	1.1 Study Objectives
	1.2 Study Description
	Table 1-1  Study Description Summary

	1.3 Randomization
	1.4 Masking
	1.5 Interim Analysis

	2 Analysis Sets
	2.1 All Enrolled
	2.2 Enrolled Dispensed
	2.3 Enrolled Not Dispensed
	2.4 Completed
	2.5 Discontinued

	3 Subject Characteristics and Study Conduct Summaries
	4 Effectiveness Analysis Strategy
	4.1 Effectiveness Endpoints
	4.2 Effectiveness Hypotheses
	4.3 Statistical Methods for Effectiveness Analyses
	4.3.1 Primary Effectiveness Analyses

	4.5 Subgroup Analyses and Effect of Baseline Factors
	4.6 Interim Analysis for Effectiveness

	5 Safety Analysis Strategy
	5.1 Safety Endpoints
	5.2 Safety Hypotheses
	5.3 Statistical Methods for Safety Analyses
	5.3.1 Adverse Events
	5.3.2 Biomicroscopy Findings/Slit Lamp Examination
	5.3.3 Device Deficiencies


	8 References
	9 Revision History
	10 Appendix
	Table 10–1 Schedule of Study Procedures and Assessments




