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AE Adverse Event
ADE Adverse Device Effect
ASADE Anticipated Serious Adverse Device Effect
B+L Bausch + Lomb
BSCVA Best Spectacle-Corrected Visual Acuity
CFR Code of Federal Regulations
CRT Clinical Research Technician
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D Diopter
DOB Date of Birth
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SYNOPSIS

Study Title

1-Week Dispensing Evaluation of kalifilcon A Daily Disposable Multifocal
Contact Lenses Compared to Ultra for Presbyopia Contact Lenses

Sponsor

Bausch + Lomb Incorporated, 1400 N. Goodman St. Rochester, NY 14609

Number of Sites

One Investigational Site, Bausch + Lomb Incorporated, Rochester, NY 14609

Clinical Phase

Confirmatory

Trial
Registration

This study will be registered on clinicaltrials.gov.

Test Article(s)

Test Lenses:

TO1: kalifilcon A Daily Disposable Multifocal Lenses LD191001 (Low Add)
and LD191002 (High Add)

Control Lenses:

CO01: Ultra for Presbyopia Low and High Add Contact Lenses

Wear and
Replacement
Schedules

Wear Schedule: Daily Wear
Replacement Schedule: Daily replacement

Objective

The objective of this study is to evaluate the visual performance of kalifilcon
A Daily Disposable Multifocal contact lenses compared to commercially
available Ultra for Presbyopia contact lenses.

Ethical
Considerations

Written approval of the protocol and informed consent will be provided to
Bausch + Lomb by the IRB prior to initiation of the study. Investigators are
not to deviate from the study protocol except when necessary for the
protection of the subject’s health, safety, or welfare.

Before any study-specific procedures are performed, the Investigator (or
designee) will explain the purpose of the study, the associated procedures, and
any anticipated effects or adverse reactions to the subject. The subject will be
given sufficient time and opportunity to ask questions regarding any aspect of
the study and to decide whether or not to participate in the study. Once the
Investigator (or designee) is assured the subject understands the implications
of study participation, the subject will be asked to give consent to participate
in the study by signing and dating the ICF.

Study Design

Experienced soft contact lens wearing subjects will be enrolled in this 1-week,
confirmatory, randomized, bilateral, 2-way crossover, double masked (subject
and investigator), repeated measures, dispensing study. All subjects will be
seen for a Screening/Dispensing Visit at which informed consent will be
obtained and eligibility will be assessed. If subjects satisfy all eligibility
criteria and none of the exclusion criteria, subjects will be fit and dispensed
study lenses according to unique randomization schedules that will be
provided to each Investigator If vision is unsatisfactory in the original
dispensed lenses, additional lens powers may be trialed. Once vision and lens
fit are determined to be acceptable, eligible subjects will wear a pair of lenses
(either Test lenses or Control lenses in both eyes) for at least 8 hours per day
(with the exception of the follow-up visits where the lenses should be worn for
a minimum of 2 hours), for approximately 1 week (7 days +/-3 days).
Measurements will be taken at the insertion visit and at the 7 day follow up
visit for each lens type.
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When subjects return, the second type of contact lenses will be dispensed. If
vision is unsatisfactory in the original dispensed lenses, additional lens powers
may be trialed. Once vision and lens fit are determined to be acceptable,
subjects will wear the lenses for at least 8 hours per day (with the exception of
the follow-up visits where the lenses should be worn for a minimum of 2
hours), for approximately 1 week.

Each type of lenses will be dispensed based on a randomization schedule and
they will be worn for a similar period of time. Subjects will wear both test and
control lenses as a daily disposable lens.

Study Duration

There are a total of two study lens types (one test lens and one control lens).
Subjects will wear each study lens type for approximately one week. Subjects
will be enrolled in the study for approximately 2 weeks.

Visit 1: Approximately 45 minutes
Visit 2: Approximately 30 minutes
Visit 3: Approximately 30 minutes
Visit 4: Approximately 30 minutes

The study will take approximately 2 months to complete.

Subjects
Planned

The target is to have at least 22 presbyopic, contact lens experienced subjects
complete each study lens type. Further information regarding the target
population can be found in the IB.

Inclusion
Criteria

To be eligible for entry into the study, the subject must:

1. Be 40 years or older on the date the Informed Consent Form (ICF) is
signed and have the capacity to read, understand and provide written
voluntary informed consent.

Have physiologically normal anterior segments not exhibiting
clinically significant biomicroscopy findings.

Have no active ocular disease or allergic conjunctivitis.

Not be using any topical ocular medications.

Be willing and able to follow instructions.

Have signed a statement of informed consent

N

SNk Ww

Exclusion
Criteria

The subject is not eligible to participate in the study if the subject is:
1. Participating in a conflicting study in the opinion of the Investigator.
2. Considered by the Investigator to not be a suitable candidate for
participation.

Concomitant
Medications

Ocular, systemic or topical medications that, in the Investigator’s
opinion, could potentially affect ocular physiology or lens/solution
performance are prohibited.

Investigational
Product, Dosage
and Mode of
Administration

Study lenses will be dispensed to subjects meeting all eligibility requirements
including any dispensing requirements in this clinical protocol. Subjects will
be dispensed an adequate supply of study lenses to complete the study. Lost or
damaged study lenses may be replaced at the discretion of the Investigator.
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The investigator or designee will instruct all subjects to adhere to the Subject
Instructions provided with their study contact lenses.

The subjects and investigators will be masked to the study lens type. An
unmasked designee at each site will be responsible for all study lens
accountability, including dispensing and collecting study supplies to subjects.

Subjects will be instructed that other contact lenses (other than the study
lenses) are not allowed to be used during the designated study period.

Subjects will wear each of the study lens types in a randomized order for
approximately 1 week.

Measurements
and Procedures

Visits 1 and 3: Dispensing Visits

>

YVVYVY VYV VVYVY

Y

A baseline (spherical) refraction will be performed on each eye (Visit 1
only).
Near power (Add power) will be determined (Visit 1 only).
Ocular dominance will be determined (Visit 1 only).
High Contrast High [llumination (HCHI) logMAR Visual Acuity (VA) will
be measured binocularly at 6m and 40cm through the baseline refraction.
Visual quality will be assessed binocularly through the baseline refraction
at 6m and 40cm (Visit 1 Only).
Limbal and bulbar redness will be assessed.
Corneal and conjunctival staining will be assessed.
The appropriate Test or Control lens parameters will be selected based on the
baseline refraction, (vertex if necessary), randomization and B+L fitting
guide.
Each subject will then insert a randomly assigned lens pair (they will wear
the same lens type in both the right and left eyes: a pair of Test lenses or a
pair of Control lenses).
The lenses will settle for 10 minutes.
Distance and near vision will be evaluated binocularly in normal room|
illumination.
If vision is not acceptable, the study lens/lenses will be replaced with an
appropriate lens power as outlined by the B+L fitting guide. This process
can be repeated until suitable vision is achieved.
After any lens parameter adjustments (if necessary) and once distance and
near vision are satisfactory, the lenses to be dispensed will be evaluated
for:

o Insertion comfort.

o Centration, movement.

o High Contrast High Illumination (HCHI) logMAR acuity will

be measured binocularly at 6m and 40cm.
o Visual quality will be assessed binocularly at 6m and 40cm.
o Photos of the lenses on eye may be captured.
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» Each subject will be dispensed a sufficient quantity of study lenses to wear
on a daily disposable basis until their next scheduled visit.
» Recommended wearing time will be 8 to 16 hours of wear each day.
» Worn lenses will be stored dry in the case provided.

Visits 2 and 4: 1 Week Follow-up Visits

Evaluate overall comfort.

HCHI logMAR VA will be measured binocularly at 6m and 40cm.
Visual quality will be assessed binocularly at 6m and 40cm.
Centration, movement, deposits, and wettability will be evaluated.
Photos of the lenses on eye may be captured.

Limbal and bulbar redness will be assessed.

Lenses will be removed.

Corneal and conjunctival staining will be assessed.

YVVVVVVVY

Study Endpoint

The primary endpoints are:
1. Mean Binocular logMAR Visual Acuity at Distance (6m)
2. Mean Binocular logMAR Visual Acuity at Near (40cm)

Statistical
Methods

Continuous data will be summarized using descriptive statistics: n, mean,
standard deviation, median, minimum and maximum. Categorical data will be
presented by the total counts for each category and corresponding
percentages. Ordinal variables will be reported as either ordinal or
categorical variables with the appropriate statistical test being applied. p-
values <0.05 will be considered statistically significant.

Sample Size

When the total sample size is 22 subjects, a crossover design will have 90%
power to reject the null hypothesis in favor of the alternative hypothesis,
assuming that the expected difference in means is 0, and that the non-
inferiority difference margin is 0.06. In order to have at least 22 subjects
complete the study, up to 30 subjects may be enrolled.

Hypothesis The null hypothesis is that the test mean is inferior to the standard mean based
on the mean difference. The alternative hypothesis is that the means of the two
treatments are equivalent.

Pass/Fail There are no pass/fail criteria for the results of the clinical investigation.

Criteria

Interim Analysis |[No interim analyses are planned.

Monitoring Risk |The risks involved with contact lens wear in this study will be minimized
because the subjects will be examined frequently and at specified intervals.
The risks are further minimized by the study eligibility criteria.

Data Quality Edit checks are built into the EDC System to minimize the chance of error.

Assurance Also, data is collected by using either Direct Entry with Verification or Double
Data Entry.
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1.0 INTRODUCTION

Presbyopia is a type of refractive error where there is a loss in near vision as one gets older and
loses the ability to accommodate. Wearing multifocal contact lenses is a common option to
correct that loss of near vision. Because presbyopia is a common refractive error for those
individuals over 40 years old, Bausch + Lomb continues to develop contact lens designs to
enhance the presbyopes’ vision.

The kalifilcon A Daily Disposable Multifocal lenses feature low and high add design options.
Similar to Ultra for Presbyopia (samfilcon A), the kalifilcon A Daily Disposable Multifocal contact
lens features a progressive, simultaneous vision concentric center-near optical design, with more
positive power at the center of the lens, progressing to more negative power in the periphery. The
3-Zone Progressive Design includes three major zones (near, intermediate, and distance zones)
within the optic zone diameter of the lens.

A comparison of power profiles for the kalifilcon A Daily Disposable Multifocal and Bausch +
Lomb Ultra for Presbyopia (samfilcon A) low add and high add measured power are presented
below. The near, intermediate and distance zones have a transition in power between zones. The
transition from near to intermediate zones occurs at approximately 1 mm radially from the center
of the lens, and another transition occurs at approximately 2.5 mm radially from the center of the
lens to progress from the intermediate to distance zone of the lens. The high add design contains
a greater difference in power between the central near and peripheral distance optical zones of the
lens than the low add design. The measured power profiles are equivalent for both the low and
high add designs for the kalifilcon A and samfilcon A multifocal designs.

This clinical will test the performance of the kalifilcon A Daily Disposable Multifocal
LD191001 Low Add Power (LA), and kalifilcon A Daily Disposable Multifocal LD191002 High
Add Power (HA) vs. Bausch + Lomb ULTRA for Presbyopia lenses.

kalifilcon A for Presbyopia versus Bausch + Lomb Ultra for Presbyopia (samfilcon A) low add measured
power profile comparison, illustrating optical design power profiles are equivalent.
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kalifilcon A for Presbyopia versus Bausch + Lomb Ultra for Presbyopia (samfilcon A) high add measured
power profile comparison, illustrating optical design power profiles are equivalent.

2.0 OBJECTIVE

The objective of this study is to evaluate the visual performance of kalifilcon A Daily Disposable
Multifocal contact lenses compared to commercially available Ultra for Presbyopia contact
lenses.

3.0 STUDY DESIGN

3.1 Description of Study Design

Up to 30 presbyopic, experienced soft contact lens wearing subjects will be enrolled in this 1-
week, confirmatory, randomized, bilateral, 2-way crossover, double-masked (subject and
investigator masked), repeated measures, dispensing study. All subjects will be seen for a
Screening/Dispensing Visit at which informed consent will be obtained and eligibility will be
assessed. If subjects satisfy all eligibility criteria and none of the exclusion criteria, subjects will
be fit and dispensed study lenses according to unique randomization schedules that will be
provided to each Investigator. If vision is unsatisfactory in the original dispensed lenses,
additional lens powers may be trialed. Once vision and lens fit are determined to be acceptable,
eligible subjects will wear a pair of lenses (either Test lenses or Control lenses in both eyes) for
at least 8 hours per day (with the exception of the follow-up visits where the lenses should be
worn for a minimum of 2 hours), for approximately 1 week (7 days +/-3 days). Measurements
will be taken at the insertion visit and at the 7 day follow up visit for each lens type.

When subjects return, the second type of contact lenses will be dispensed. If vision is
unsatisfactory in the original dispensed lenses, additional lens powers may be trialed. Once
vision and lens fit are determined to be acceptable, subjects will wear the lenses for at least 8
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hours per day (with the exception of the follow-up visits where the lenses should be worn for a
minimum of 2 hours), for approximately 1 week.

Each type of lenses will be dispensed based on a randomization schedule and they will be worn
for a similar period of time. Subjects will wear both test and control lenses as a daily disposable
lens.

The target is to have at least 22 contact lens experienced subjects complete each study lens type.
Further information regarding the target population can be found in the IB.

There are a total of two study lens types (one test lens and one control lens). Subjects will wear
each study lens type for approximately one week.

Visit 1: Approximately 45 minutes
Visit 2: Approximately 30 minutes
Visit 3: Approximately 30 minutes
Visit 4: Approximately 30 minutes

The clinical investigation will take approximately 2 months to complete.

3.2 Selection of Study Population

Recruitment for this study will target experienced contact lens wearers that have refractive error
requiring multifocal contact lens correction. Subjects who have an Rx suitable for the available
lens powers will be enrolled in this dispensing study. Both the investigational population and the
target population are patients prescribed contact lenses for correction of presbyopia, regardless of
gender or ethnicity and who do not have contraindications for the device.

Enrollment will take place during the first month of the study.

Written informed consent, enrollment in the study, or dispensing of study products
cannot begin until the Investigator has received Institutional Review Board (IRB)/Ethics
Committee (EC) approval to conduct the study.

To reduce the foreseeable factors that could compromise the outcome of the clinical
investigation, subjects are targeted who are experienced contact lens wearers. To be eligible to
participate, subjects must have physiologically normal anterior segments not exhibiting clinically
significant biomicroscopy findings, no active ocular disease or allergic conjunctivitis, not using
any topical ocular medications and be willing and able to follow instructions. There are no
known or foreseeable factors that may compromise the outcome of this clinical investigation that
are not already controlled for by the Inclusion and Exclusion criteria.

3.2.1 Eligibility
3.2.1.1 Inclusion Criteria
To be eligible for entry into the study, the subject must:
1. Be 40 years or older on the date the Informed Consent Form (ICF) is signed and have the
capacity to read, understand and provide written voluntary informed consent.
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2. Have physiologically normal anterior segments not exhibiting clinically significant
biomicroscopy findings.
Have no active ocular disease or allergic conjunctivitis.
Not be using any topical ocular medications.
Be willing and able to follow instructions.
6. Have signed a statement of informed consent.
3.2.1.2 Exclusion Criteria
The subject is not eligible to participate in the study if the subject is:
1. Participating in a conflicting study.
2. Considered by the Investigator to not be a suitable candidate for participation.

nh W

3.2.2 Point of Enrollment and Randomization

The study subject and investigator will be masked. An unmasked designee will be responsible
for dispensing study products to the subjects according to the randomization schedule. The
randomization schedule will be produced prior to study enrollment by Bausch + Lomb’s
unmasked statistician not otherwise involved in the study.

Randomization will be completed by the unmasked designee. The subjects will be assigned
randomization numbers sequentially as they are enrolled. The unmasked designee is responsible
for preparing the clinical trial materials according to the randomization schedule. The unmasked
designee is also responsible for maintaining study lens inventory, randomization schedule and
the Product Accountability Log in a masked fashion.

3.2.3 Subject Completion
The subject will have completed the study when he/she has worn the both the study lens types
for approximately 1 week.

Subjects who require further follow-up due to an ongoing Adverse Event will be followed
according to the Adverse Event Section 6.0.

The Investigator may discontinue a subject during the study for any reason if, in his or her opinion,
it is in the best interest of the subject. Reasons for discontinuation include but are not limited to:
. adverse effects

. other ocular complications

. subject non-compliance

. subject request

. subject found to be ineligible during study participation*

* Any subject enrolled in the study, who later is found to have not met any of the eligibility
criteria at entry, will be discontinued at the Sponsor’s request.

Subject discontinuations will be documented clearly on the applicable case report form.
Subjects that are discontinued from the study following randomization will not be replaced.

Exit visits should be completed for early terminated subjects.

The completion of the clinical investigation shall be deemed to coincide with the last visit of the
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last subject and when follow-up is complete.

3.2.4 Lost to Follow-up

Subjects who do not return for scheduled follow-up visits, as defined by the visit window and
cannot be contacted, are to be considered lost to follow-up. All attempts to contact the subject
should be documented and kept with the subject’s source documentation, and the

applicable eCRFs will be completed.

3.3 Investigators

The study will be conducted at one investigative site, the Bausch + Lomb Research Clinic in
Rochester, NY by Investigators who are employed by Bausch + Lomb. The Investigators are
qualified by training and experience to conduct this study. All the study procedures will be
performed by Optometrists who are licensed to fit contact lenses.

The assessments required for the study are routinely performed by Optometrists and are standard
of care for contact lens wearers. (See Appendix A: Methods of Clinical Evaluation for detailed
information about study procedures).

3.4 Study Duration

There are a total of 2 study lens types (one test contact lens and 1 control contact lens). Each
study lens type will be worn for approximately 1 week. Subjects will be enrolled in the study for
approximately 2 weeks.

The clinical investigation will take approximately 2 months to complete.

3.5 Protocol Changes and Amendments

Changes to the protocol will be approved by the Sponsor. An amendment to the protocol

may also require submission and approval from the IRB before implementation. Any
amendments to the protocol will be kept in the Trail Master File along with the original version.
The Investigator is responsible for the ensuring that staff involved have completed

training on the changes before implementing with subjects.

4.0 STUDY MATERIALS
Bausch + Lomb is the manufacturer of the study lenses and will provide all study materials.
Subjects must use only study supplied contact lenses during the study.

4.1 Description of the Test Article(s)

Bausch + Lomb kalifilcon A Daily Disposable Multifocal Lens Designs; LD191001, LD191002
lenses are made from a hydrophilic siloxane copolymer of 2-hydroxyethyl methacrylate and N-
vinylpyrrolidone and is 55% water by weight when immersed in saline. An UV-absorbing
monomer is used to block UV radiation. The transmittance characteristics are less than 5% in the
UVB range of 280nm to 315nm and less than 50% in the UV A range of 316nm to 380nm. The
lens is tinted blue with Reactive Blue Dye 246. The polymer, kalifilcon A, is cast molded using
established Bausch + Lomb lens making techniques. The lens material formulation contains no
restricte