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Executive Summary:

Key Objective:

The primary objective is to explore overall vision with Biofinity® EnergysTM as compared to 
BIOFINITY lenses after 1	week of wear.

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 explore overall vision with BIOFINITY ENERGYS as compared 
to BIOFINITY lenses after 1	week of wear. 

SECONDARY OBJECTIVE

The secondary objective is to evaluate the difference between over-refraction of BIOFINITY 
ENERGYS as compared to BIOFINITY.

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, bilateral crossover, double-masked
Study Population Volunteer subjects aged 18 to 35 with normal eyes (other than 

correction for refractive error), currently wearing BIOFINITY (or 
private label) sphere soft contact lenses on a daily wear basis.  
Subjects should have at least 3 months of BIOFINITY (or private 
label) wearing experience, wear these lenses at least 5 days per 
week and at least 8 hours per day, use digital devices at least 4 
hours per day at least 5 days per week, and require contact lenses 
in a power range from +6.00 to -10.00 DS.
Target to complete: 10; Planned to enroll: ~16

Number of Sites 1
US

Test Product CooperVision® Biofinity® EnergysTM soft contact lenses 
(BIOFINITY ENERGYS)

Control Product CooperVision® Biofinity® soft contact lenses (BIOFINITY)
Duration of Treatment Up to 18 days total duration

Test Product:  7 days (± 2 days)
Control Product:  7 days (± 2 days)

Visits Visit 1 (Day 0) – Baseline/Fitting
Visit 2 (0-7 Days from Visit 1) – Dispense Pair 1
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Visit 3 ( 7 ± 2 D a y s fr o m Visit 2) – [ F oll o w -u p visit f or P air 1 a n d 

Dis p e nsi n g visit f or P air 2]

Visit 4 ( 7 ± 2 D a y s fr o m Visit 3) – [ F oll o w -u p visit f or P air 2 / 

E xit ]

1. 3 R a n d o mi z a ti o n

A m e m b er of t h e R a n d o mi z ati o n Pr o gr a m mi n g gr o u p at Al c o n w h o is n ot p art of t h e st u d y  

t e a m will g e n er at e t h e r a n d o mi z e d all o c ati o n s c h e d ul e(s) f or st u dy l e ns s e q u e n c e assi g n m e nt. 

R a n d o mi z ati o n will b e i m pl e m e nt e d i n i M e di d at a B al a n c e.

S u bj e cts will b e r a n d o mi z e d i n a 1: 1 m a n n er t o r e c ei v e tr e at m e nt i n cr oss o v er s e q u e n c e, 

BI O FI N I T Y  E N E R G Y S t h e n BI O FI NI T Y, or BI O FI NI T Y t h e n BI O FI NI T Y E N E R G Y S, 

r es p e cti v ely.

1. 4 M as k i n g

T his st u d y  is d o u bl e -m as k e d.

1. 5 I nt e ri m A n al ysis

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.

2 A n al ysis S ets

2. 1 S af et y A n al ysis S et

S af et y  a n alys es will b e c o n d u ct e d usi n g t h e s af et y a n al ys is s et o n a tr e at m e nt-e m er g e nt b asis. 

As s u c h, t h e s af et y  a n alysis s et will i n cl u d e all s u bj e cts/ e y es e x p os e d t o a n y st u d y l e ns es

e v al u at e d i n t his st u d y. F or tr e at m e nt-e m er g e nt s af et y a n al ys es, 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 st u d y l e ns es e x p os e d.

A d v ers e e v e nts o c c urri n g fr o m t h e ti m e of i nf or m e d c o ns e nt b ut pri or t o first e x p os ur e t o 

st u d y l e ns es will b e s u m m ari z e d i n s u bj e ct listi n gs.

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

T h e f oll o wi n g t a bl es will b e pr es e nt e d:



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 9 6 7

S t a t i s t i c a l  A n a l y s i s  P l a n 0 1- M ar- 2 0 1 8

S u bj e ct Dis p ositi o n b y  L e ns S e q u e n c e
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 A n al y sis S et b y L e ns

 A n al y si s S et b y Le ns S e q u e n c e

 S u bj e ct A c c o u nti n g b y L e ns S e q u e n c e

 D e m o gr a p hi cs C h ar a ct eristi cs b y  Le ns S e q u e n c e

 B as eli n e C h ar a ct eristi cs b y  Le ns S e q u e n c e

I n a d diti o n, t h e f oll o wi n g s u bj e ct listi n gs will b e pr o vi d e d:

 Listi n g of S u bj e cts E x cl u d e d fr o m Pr ot o c ol D efi n e d A n al ys is S et

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

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

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, o n e s e c o n d ar y e n d p oi nt  

.  T h e S af ety A n al ysis S et will s er v e as t h e s et f or all eff e cti v e n ess a n al ys es.

C o nti n u o us v ari a bl es will b e s u m m ari z e d usi n g t h e n u m b er of o bs er v ati o ns, m e a n, st a n d ar d 

d e vi ati o n, m e di a n, mi ni m u m a n d m a xi m u m. C at e g ori c al v ari a bl es will b e s u m m ari z e d us i n g 

c o u nts a n d p er c e nt a g es fr o m e a c h c at e g or y .

All d at a o bt ai n e d i n e v al u a bl e s u bj e cts/ e y es will b e i n cl u d e d i n t h e a n al y sis. N o i m p ut ati o n 

f or missi n g v al u es will b e c arri e d o ut f or t h e pri m ar y a n alys is.

4. 1 Eff e cti v e n ess E n d p oi nts

P ri m a r y E n d p oi nt

T h e pri m ar y  e n d p oi nt is s u bj e cti v e r ati n g of o v er all visi o n aft er 1 	w e e k of w e ar , c oll e ct e d 

bi n o c ul arl y  o n a s c al e of 1 ( P o or) t o 1 0 ( E x c ell e nt).

S e c o n d a r y E n d p oi nt

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 9 6 7

S t a t i s t i c a l  A n a l y s i s  P l a n 0 1- M ar- 2 0 1 8

T h e s e c o n d ar y e n d p oi nt is o v er -r efr a cti o n, c oll e ct e d i n di o pt ers f or e a c h e y e at Dis p e ns e.
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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.

Secondary Effectiveness

No inferences are to be made on the secondary 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

D es cri pti v e st atisti cs f or b ot h c o nti n u o us a n d c at e g ori c al (s u b c at e g ori es: 1- 2, 3- 4, 5- 6, 7- 8, 0-

1 0) v ari a bl es will b e pr o vi d e d.

4. 3. 2 S e c o n d a r y Eff e cti v e n ess A n al ys es

D es cri pti v e st atisti cs f or b ot h c o nti n u o us a n d c at e g ori c al v ari a bl es will b e pr o vi d e d.

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  Effi c a c y

N o i nt eri m a n al ys es ar e pl a n n e d f or t his st u d y .

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)



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 9 6 7

S t a t i s t i c a l  A n a l y s i s  P l a n 0 1- M ar- 2 0 1 8

Bi o mi cr os c o p y fi n di n gs
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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

 D e vi c e d efi ci e n ci es

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 d efi n e d i n S e cti o n 2. 1.  B as eli n e wil l 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 2 ( or Visit 1 if b ot h visits 

o c c ur o n t h e s a m e d at e) . 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

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 9 6 7

S t a t i s t i c a l  A n a l y s i s  P l a n 0 1- M ar- 2 0 1 8

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 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 

di s 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:
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 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

 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

 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 nts

 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

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  a n d P er c e nt a g e f or Bi o mi cr os c o p y Fi n di n gs by V isit

 I nci d e n c e of I n c r e as e d S e v erity 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 

 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 

 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 c i e s

 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.

7 S a m pl e Si z e a n d P o w e r C al c ul ati o ns

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 9 6 7

S t a t i s t i c a l  A n a l y s i s  P l a n 0 1- M ar- 2 0 1 8

N o f or m al s a m pl e si z e c al c ul ati o n is pr o vi d e d gi v e n t h e pil ot a n d d es cri pti v e n at ur e of t h e 

st u d y.
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8 References

Not applicable.
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1 0 A p p e n di x

T a bl e 1 0 – 1  O v e r vi e w of St u d y Pl a n 

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

Pr
e-

sc
re

e
ni

n
g Vi sit 1

Visit 2

0- 7 d a y s
f r o m V1

Visit 3

7 ( ± 2 ) d a y s
f r o m V 2

Visit 4

7 ( ± 2 ) d a y s
f r o m V3

U
ns

c
he

d
ul

e
d 

Vi
si

t

E
ar

l
y 

E
xi

t

B a s eli n e /
Fitti n g

Dis p e ns e 
P ai r 1

Fo
ll

o
w-

u
p 

Pa
ir

 1

Di
s
pe

ns
e 

Pa
ir

 2

F oll o w -u p
P ai r 2 /

E xit

Di git al Us e Ti m e  *    

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)
/ L e ns c ar e * (br a n d )  / R e-
w etti n g dr o ps * ( Br a n d / 
us a g e)



M a nif est r efr a cti o n *  ( ) ( ) ( ) ( ) ( )

B C V A ( O D, O S, S n ell e n 
dist a n c e wit h m a nif est 
r efr a cti o n) *

 ( ) ( ) ( ) ( ) ( )

Bi o mi cr os c o p y          

Dis p e ns e st u d y  l e ns es / R x  

O v er -r efr a cti o n ( O D, O S)  

V A w/ st u d y l e ns es (O D, O S,
O U, 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 9 6 7

S t a t i s t i c a l  A n a l y s i s  P l a n 0 1- M ar- 2 0 1 8



P a g e 1 4

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

Pr
e-

sc
re

e
ni

n
g Vi sit 1

Visit 2

0- 7 d a y s
f r o m V1

Visit 3

7 ( ± 2 ) d a y s
f r o m V 2

Visit 4

7 ( ± 2 ) d a y s
f r o m V3

U
ns

c
he

d
ul

e
d 

Vi
si

t

E
ar

l
y 

E
xi

t

B a s eli n e /
Fitti n g

Dis p e ns e 
P ai r 1

Fo
ll

o
w-

u
p 

Pa
ir

 1

Di
s
pe

ns
e 

Pa
ir

 2

F oll o w -u p
P ai r 2 /

E xit

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 9 6 7

S t a t i s t i c a l  A n a l y s i s  P l a n 0 1- M ar- 2 0 1 8

) ass e ss 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
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