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SYNOPSIS

Protocol Title

Comparison of Two Silicone Hydrogel Multifocal Contact
Lenses

Sponsor JIVC, 7500 Centurion Parkway, Jacksonville, FL. 32256
Clinical Phase Development Phase 2

Trial Registration This study will be registered on ClinicalTrials.gov.

Test Article(s) Investigational Products: Dailies Total 1® multifocal contact

lenses manufactured in delefilcon A material.
Air Optix® multifocal contact lenses Plus HydraGlyde®
manufactured in lotrafilcon B material.

Wear and Replacement
Schedules

Wear Schedule: The Test lenses are used as daily wear. One
of the Test lenses will be reusable, cleaned and stored each
night and the other will be daily disposable with a new lens
worn each day.

Replacement Schedule: The Test and/or Control lenses that is
fit at Visit 1 will be replaced at Visit 2 optimization visit and
then worn as daily reusable modality without further planned
replacement for 7+1 day. There will be a 73 day wash-out
period before the remaining lens is fit, and the procedures are
repeated. The test lenses will also be replaced when lost or
damaged.

Objectives

This study is an evaluation of the lens fit and handling
response of both the Air Optix® multifocal contact lenses Plus
HydraGlyde and the Dailies Total 1® multifocal contact lens.

Study Endpoints

Primary endpoints: Lens centration and lens movement
Secondary endpoints: Lens handling Other observations:
number of lenses needed to fit (optimize) the subject, visual
acuity and subjective responses.

Study Design

This is a single-masked, randomized-controlled, dispensing
clinical trial. A total of approximately 40 eligible hyperopic
and myopic subjects will be targeted to complete the study.
The subjects will be fit in the first study lens based on the
randomization scheme and wear the lens for 3+1 day then
undergo optimization, if applicable, and wear the optimized
pair with a follow-up in 71 day. The remaining lens will be
fit according to the random scheme at Visit 4 following a 743
day wash-out period. The procedures will be repeated for the
2" Jens.

The primary endpoints will be lens centration and lens
movement.

Sample Size

A total of approximately 40 subjects will be targeted to
complete.

Study Duration

The study will last approximately 2-4 months.

CR-6344, v1.0
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Anticipated Study Healthy male and female volunteers with presbyopia will be

Population invited to participate in the study. Subjects will be adapted
soft contact lens wearers in both eyes. Additional information
regarding the eligibility of the population can be found in the
inclusion/exclusion criteria outlined below.

Eligibility Criteria Potential subjects must satisfy all the following criteria to be
enrolled in the study

1. The subject must read, understand, and sign the
STATEMENT OF INFORMED CONSENT and
receive a fully executed copy of the form.

2. The subject must appear able and willing to adhere to
the instructions set forth in this clinical protocol.

3. The subject must be between 40 and 70 years of age
(inclusive).

4. The subject’s distance spherical equivalent refraction
must be in the range of +1.25 Dto +3.75 D or -1.25 D
to -4.00 D in each eye.

5. The subject’s refractive cylinder must be <0.75 D in
each eye.

6. The subject’s ADD power must be in the range of
+0.75 D to +2.50 D.

7. The subject must have best corrected visual acuity of
20/207 or better in each eye.

8. Subjects must own a wearable pair of spectacles if
required for their distance vision.

9. The subject must be an adapted soft contact lens
wearer in both eyes (i.e. worn lenses a minimum of
2 days per week for at least 8 hours per wear day, for
1 month of more duration).

10. The subject must either already be wearing a
presbyopic contact lens correction (e.g., reading
spectacles over contact lenses, multifocal or
monovision contact lenses, etc.) or if not respond
positively to at least one symptom on the “Presbyopic
Symptoms Questionnaire”.

Potential subjects who meet any of the following criteria will
be excluded from participating in the study:

1. Currently pregnant or lactating.

2. Any active or ongoing ocular or systemic allergies that
may interfere with contact lens wear.

3. Any active or ongoing systemic disease, autoimmune
disease, or use of medication, which may interfere with
contact lens wear. This may include, but not be limited
to, diabetes, hyperthyroidism, Sjogren’s syndrome,
xerophthalmia, acne rosacea, Stevens-Johnson

CR-6344, 1.0 JIVC Confidential
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*

10.

11.

12.
13.

14.

15.

syndrome, and immunosuppressive diseases or any
infectious diseases (e.g. hepatitis, tuberculosis).
Clinically significant (Grade 3 or 4) corneal edema,
corneal vascularization, corneal staining, tarsal
abnormalities or bulbar injection, or any other corneal
or ocular abnormalities which would contraindicate
contact lens wear.

Entropion, ectropion, extrusions, chalazia, recurrent
styes, dry eye, glaucoma, history of recurrent corneal
erosions.

Any previous, or planned, ocular or intraocular surgery
(e.g. radial keratotomy, PRK, LASIK, lid procedures,
dacryocystorhinostomy, cataract surgery, retinal
surgery, etc.).

A history of amblyopia, strabismus or binocular vision
abnormality.

Any current ocular infection or inflammation.

Any current ocular abnormality that may interfere with
contact lens wear.

Use of any of the following oral medications within 1
week prior to enrollment: oral retinoid isotretinoin (e.g.
Accutane), oral tetracyclines, topical scopolamine, oral
antihistamines (e.g., Chlor-Trimeton, and Benadryl),
systemic steroids.

Use of any ocular medication, with the exception of
rewetting drops.

History of herpetic keratitis.

Participation in any contact lens or lens care product
clinical trial within 7 days prior to study enrollment.
Employee or immediate family member of an
employee of clinical site (e.g., Investigator,
Coordinator, Technician).

Any known hypersensitivity or allergic reaction to
OPTI-FREE® Puremoist® multi-purpose care solution,
sodium fluorescein or single-use preservative free
rewetting drop solution.

Disallowed
Medications/Interventions

Use of any prescription or over-the-counter (OTC)
medications that may affect contact lens wear.

Measurements and

logMAR Visual acuity and Subjective responses for vision

Procedures using the CLUE questionnaire.
Microbiology or Other None
Laboratory Testing
CR-6344, v1.0 JIVC Confidential
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Study Termination

The occurrence of one or more Unanticipated Adverse Device
Effect (UADE), or any SAE where relationship to study agent
cannot be ruled out, will result in stopping further dispensing
investigational product. In the event of a UADE or SAE, the
Sponsor Medical Monitor may unmask the treatment regimen
of subject(s) and may discuss this with the Principal
Investigator before any further subjects are enrolled.

Ancillary Supplies/ Study-
Specific Materials

Rewetting drops, lens cases, glass vials, saline, ETDRS light
cabinet, logMAR charts, and Near logMAR charts. OPTI-
FREE® Puremoist® Contact Solution.

Principal Investigator(s)
and Study
Institution(s)/Site(s)

A full list of Principal Investigators, clinical sites, and
institutions is kept separately from the Study Protocol and is
included in the study Trial Master File.
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Figure 1: Study Flowchart
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COMMONLY USED ABBREVIATIONS AND DEFINITIONS OF TERMS

ADD Plus Power Required for Near Use

ADE Adverse Device Effect

AE Adverse Event/Adverse Experience

BCVA Best Corrected Visual Acuity

BSCVA Best Spectacle Corrected Visual Acuity
CFR Code of Federal Regulations

CLUE Contact Lens User Experience

COAS Complete Ophthalmic Analysis System
COM Clinical Operations Manager

CRA Clinical Research Associate

CRF Case Report Form

CRO Contract Research Organization

C-T Center Thickness

D Diopter

DMC Data Monitoring Committee

eCRF Electronic Case Report Form

EDC Electronic Data Capture

ETDRS Early Treatment Diabetic Retinopathy Study
FDA Food and Drug Administration

GCP Good Clinical Practice

HIPAA Health Insurance Portability and Accountability Act
IB Investigator’s Brochure

ICF Informed Consent Form

ICH International Conference on Harmonization
IDE Investigational Device Exemption

IEC Independent Ethics Committee

IRB Institutional Review Board

ISO International Organization for Standardization
ITT Intent-to-Treat

JIVC Johnson & Johnson Vision Care, Inc.

LC Limbus Center

LogMAR Logarithm of Minimal Angle of Resolution
MedDRA® Medical Dictionary for Regulatory Activities
MOP Manual of Procedures

NIH National Institutes of Health

OD Right Eye

OHRP Office for Human Research Protections
OHSR Office for Human Subjects Research

oS Left Eye

ou Both Eyes

PD Protocol Deviation

PHI Protected Health Information

PI Principal Investigator

PIG Patient Instruction Guide
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PQC
PRO
QA
QC
SAE
SAP
SAS
SD
SOP
UADE
USADE
VA
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Product Quality Complaint

Patient Reported Outcome

Quality Assurance

Quality Control

Serious Adverse Event/Serious Adverse Experience
Statistical Analysis Plan

Statistical Analysis System

Standard Deviation

Standard Operating Procedure

Unanticipated Adverse Device Effect
Unanticipated Serious Adverse Device Effect
Visual Acuity
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1. INTRODUCTION AND BACKGROUND

Competitors have launched multifocal lenses that have the same optical design but are
manufactured in different silicone hydrogel materials. The optical designs are center near
aspheric. For aspheric designs the mechanical fit of the lens, centration in particular, can
have a significant impact on the optical performance of the lens. The purpose of this study is
to evaluate two such designs, Air Optix® multifocal contact lenses Plus HydraGlyde®
manufactured in lotrafilcon B and Dailies Total 1® manufactured in delefilcon-A, and
compare their mechanical fitting characteristics.

1.1. Name and Descriptions of Investigational Products

Test Lenses: J Dailies Total 1® multifocal contact lenses manufactured in delefilcon A.
Air Optix® multifocal contact lenses Plus HydraGlyde® manufactured in lotrafilcon B

1.2. Intended Use of Investigational Products

All lenses are intended to correct spherical refractive error and presbyopia. For this study
one of the lenses is intended to be used as a daily wear, reusable lens. These lenses will be
cleaned, disinfected and stored in multipurpose lens solutions. The second test lens will be
worn as a daily disposable lens, with the lenses being discarded after a day of wear. The
Lens systems will be fit in a randomized fashion. After fitting, each subject will return for an
optimization visit and then a follow-up. The sequence will then be repeated with the
additional study lens type. Each study lens type will be worn for a total of approximately 8-
12 days.

1.3. Summary of Findings from Nonclinical Studies
Not Applicable

1.4. Summary of Known Risks and Benefits to Human Subjects

Anticipated risks and adverse reactions with this lens are similar to those with other soft daily
wear contact lenses used to correct presbyopia. A listing of examples of adverse reactions is
found in the Section 13 of this protocol. The investigator should follow normal clinical
guidelines regarding examination and care of subjects who participate in this trial. Refer to
study lens package insert for additional details. The study multifocal contact lens is designed
for the correction of refractive spherical ametropia and presbyopia. one study contact lenses
is manufactured in lotrafilcon B and will be worn in a daily wear, reusable modality. The
other study contact lens is manufactured in delefilcon A and will be worn in a daily wear,
disposable modality. These lens is not intended for extended wear in this study.

1.5. Relevant Literature References and Prior Clinical Data Relevant to Proposed
Clinical Study

Information about both the Air Optix® Plus HydraGlyde® Multifocal Contact Lenses and
Dailies Total 1® Multifocal Contact Lenses may be found in the package inserts.
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2. STUDY OBJECTIVES, ENDPOINTS AND HYPOTHESES

2.1. Objectives

This study is an evaluation of the lens fit and handling response of both the Air Optix®
multifocal contact lenses Plus HydraGlyde and the Dailies Total 1® multifocal contact lens.

2.2. Endpoints

Primary endpoints: lens centration and lens movement
Secondary endpoints: Subjective lens handling

Other observations: number of lenses needed to fit (optimize) the subject, visual acuity and
subjective responses.

2.3. Hypotheses

The following hypotheses will be tested throughout this investigation.

Primary Hypotheses:

1. After 6-8 days of wear in the optimized lenses, the proportion of lenses graded as
being centered for the test lens will be non-inferior compared to the control lens. A
non-inferiority margin of 0.67 odds ratio will be used.

2. After 6-8 days of wear in the optimized lenses, the proportion of lenses graded as
having optimal lens movement in primary gaze for the test lens will be non-inferior
compared to the control lens. A non-inferiority margin of 0.67 odds ratio will be
used.

Secondary Hypothesis:

1. After 6-8 days of wear in the optimized lenses, the overall lens handling of the test
lens system will be non-inferior compared to that of the control lens system. A non-
inferiority margin of -5 CLUE points will be used.

3. TARGETED STUDY POPULATION

3.1. General Characteristics

Healthy male and female subjects who are habitual soft contact lens wearers will be
recruited. Subjects will be at least 40 years of age and not older than 70 years of age. They
will be hyperopic or myopic and have presbyopia.
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3.2. Inclusion Criteria

Potential subjects must satisfy all the following criteria to be enrolled in the study:

1.

2.

W

LRI W

The subject must read, understand, and sign the STATEMENT OF INFORMED
CONSENT and receive a fully executed copy of the form.

The subject must appear able and willing to adhere to the instructions set forth in this
clinical protocol.

The subject must be between 40 and 70 years of age (inclusive).

The subject’s distance spherical equivalent refraction must be in the range of +1.25 D
to +3.75 D or -1.25 D to -4.00 D in each eye.

The subject’s refractive cylinder must be <0.75 D in each eye.

The subject’s ADD power must be in the range of +0.75 D to +2.50 D.

The subject must have best corrected visual acuity of 20/207 or better in each eye.
Subjects must own a wearable pair of spectacles if required for their distance vision.
The subject must be an adapted soft contact lens wearer in both eyes (i.e. worn lenses
a minimum of 2 days per week for at least 8 hours per wear day, for 1 month of more
duration).

. The subject must either already be wearing a presbyopic contact lens correction (e.g.,

reading spectacles over contact lenses, multifocal or monovision contact lenses, etc.)
or if not respond positively to at least one symptom on the “Presbyopic Symptoms
Questionnaire”.

3.3. Exclusion Criteria

Potential subjects who meet any of the following criteria will be excluded from
participating in the study:

1.
2.

= O 0~

CR-6344, v1.0

Currently pregnant or lactating.

Any active or ongoing ocular or systemic allergies that may interfere with contact
lens wear.

Any active or ongoing systemic disease, autoimmune disease, or use of medication,
which may interfere with contact lens wear. This may include, but not be limited to,
diabetes, hyperthyroidism, Sjogren’s syndrome, xerophthalmia, acne rosacea,
Stevens-Johnson syndrome, and immunosuppressive diseases or any infectious
diseases (e.g. hepatitis, tuberculosis).

Clinically significant (Grade 3 or 4) corneal edema, corneal vascularization, corneal
staining, tarsal abnormalities or bulbar injection, or any other corneal or ocular
abnormalities which would contraindicate contact lens wear.

Entropion, ectropion, extrusions, chalazia, recurrent styes, dry eye, glaucoma, history
of recurrent corneal erosions.

Any previous, or planned, ocular or intraocular surgery (e.g. radial keratotomy, PRK,
LASIK, lid procedures, dacryocystorhinostomy, cataract surgery, retinal surgery,
etc.).

A history of amblyopia, strabismus or binocular vision abnormality.

Any current ocular infection or inflammation.

Any current ocular abnormality that may interfere with contact lens wear.

. Use of any of the following oral medications within 1 week prior to enrollment: oral

retinoid isotretinoin (e.g. Accutane), oral tetracyclines, topical scopolamine, oral
antihistamines (e.g., Chlor-Trimeton, and Benadryl), systemic steroids.

JJVC Confidential
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11. Use of any ocular medication, with the exception of rewetting drops.

12. History of herpetic keratitis.

13. Participation in any contact lens or lens care product clinical trial within 7 days prior
to study enrollment.

14. Employee or immediate family member of an employee of clinical site (e.g.,
Investigator, Coordinator, Technician).

15. Any known hypersensitivity or allergic reaction to OPTI-FREE® Puremoist® multi-
purpose care solution, sodium fluorescein or single-use preservative free rewetting
drop solution.

3.4. Enrollment Strategy

Study subjects will be recruited from the Institution/clinical site’s subject database and/or
utilizing Independent Ethics Committee (IEC) or Institutional Review Board (IRB) approved
materials.

4. STUDY DESIGN AND RATIONALE

4.1. Description of Study Design

The clinical study is a randomized-controlled, single-masked, crossover clinical trial. There
are two study treatments. A total of approximately 50 subjects will be enrolled with 40 (20
myopic and 20 hyperopic) eligible subjects targeted to complete the study. The first Test
article will be dispensed for 31 day and an optimization visit will occur. The final lens pair
will be dispensed for 7+1 day and the at the follow-up the final lens measurements will
occur. Subjects will complete a 73 days washout between each fitting. The second study
lens will then be fit and follow the same sequence as the first lens.

4.2. Study Design Rationale

The study is intended to compare two study lens types and the initial performance, in terms
of the mechanical lens fit and handling after a period of lens dispensing. The lenses are
dispensed to determine the handling responses and the comparison is made after a total of
8-12 days of wear.

The crossover study design was chosen to control for variables that may impact the lens
performance between subjects. A washout period between Period 1 and Period 2 of wear is
used to minimize the chance of carryover effect in the study data.

4.3. Enrollment Target and Study Duration

A total of approximately 50 eligible subjects will be enrolled with 40 targeted to complete
the study. The study will last approximately 2-4 months.
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5. TEST ARTICLE ALLOCATION AND MASKING

5.1. Test Article Allocation

The study lenses will be worn in a bilateral and random fashion using a 2x2 crossover design
with 2 lens types and 2 periods. Using a computer-generated randomization scheme provided
by the study biostatistician, each subject will randomly be assigned to one of two unique
sequences (Test/Control or Control/Test). Randomization will be stratified by site.

Permuted block randomization will be used to avoid bias in the assignment of subjects to
treatment, and to enhance the validity of statistical comparisons across treatment groups.
Each block will contain two different lens trial sequences.

The order of lens wear will be based on the randomization scheme assigned to the study site.
The study site will follow the randomization scheme provided and will complete enrollment
according to the randomization list and will not pre-select or assign subjects.

5.2. Masking

This is a single-masked study with the subjects being masked. The masking will be partial as
the subjects will have different wear modalities however the brand name of the lenses will
not be revealed to the subject.

Under normal circumstances, the mask should not be broken until all subjects have
completed the study and the database is finalized. Otherwise, the mask should be broken
only if specific emergency treatment/course of action would be dictated by knowing the
treatment status of the subject. In such cases, the Investigator may, in an emergency, contact
the medical monitor. In the event the mask is broken, the Sponsor must be informed as soon
as possible. The date, time, and reason for the unmasking must be documented in the subject
record. The Investigator is also advised not to reveal the study treatment assignment to the
clinical site or Sponsor personnel.

Subjects who have had their treatment assignment unmasked are expected to return for all
remaining scheduled evaluations. Subjects who are discontinued may be replaced.

5.3. Procedures for Maintaining and Breaking the Masking

The test articles mask shall not be broken unless information concerning the lens type is
necessary for the urgent medical treatment of a subject. The Sponsor must be notified before
the mask is broken.

When dispensing test articles, the following steps should be followed to maintain

randomization codes:

1. Investigator or designee (documented on the Delegation Log) will consult the lens
fitting schedule/randomization scheme to obtain the test article assignment for that
subject prior to dispensing

2. Investigator or designee will record the subject’s number on the appropriate line of
the randomization scheme if applicable
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3. Investigator or designee will pull the appropriate test articles from the study supply.
All test articles that are opened, whether dispensed (placed/fit on eye or dispensed
outside the clinical site) or not, must be recorded on the Test Article Accountability
Log mn the “Dispensed” section

6. STUDY INTERVENTION

6.1. Identity of Test Articles

The following contact lenses will be used in this study:

Table 1: Test Articles

Test Control

Name Dailies Total 1® Multifocal Air Optix® Multifocal Contact
Contact Lenses Lenses Plus HydraGlyde®

Manufacturer Alcon Alcon
Lens Material delefilcon A Lotrafilcon B
Nominal Base Curve @ 8.5 mm 8.6
22°C
Nominal Diameter @ 14.1 mm 14.2 mm

22°€

Nominal Distance

+0.75 D to +4.00 D and -0.75

+0.75Dto+4.00 D and -0.75 D

Powers (D) D to -4.00 D in 0.25 D steps to -4.00 D in 0.25 D steps
Nominal Cylinder None None
Powers (D) and Axes
Nominal ADD Powers LO. MED, HI LO, MED, HI
D)
Water Content 33% 33%
Center Thickness 0.09 mm 0.08 mm @ -3.00 D
(-1.00 D)
Oxygen Permeability 156 110
(Dk)
Wear Schedule in Daily Wear Daily Wear
Current Study
Replacement Frequency Daily 2 weeks
Packaging Form (vial, Blister Blister
blister, etc.)
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6.2. Ancillary Supplies/Products

The following solutions will be used in this study:

Table 2: Ancillary Supplies

Single-Use Preservative-Free Rewetting
Solutions (any one of these three rewetting
solutions options may be supplied)

Multipurpose Solution

Eye-Cept® | ScleralFil® LacriPure OPTI FREE®
Solution Rewetting | Preservative Saline Puremoist®
Name/Description Drops Free Saline Solution multipurpose contact
Solution lens solution
Nissiietes Optics B&L Menicon Alcon
Laboratory
Non- Non- Non- Polyquanternium-1
Preserved preserved preserved 0.001% and
Preservative myristamidopropyl
dimethylamine
0.0006%

6.3. Administration of Test Articles

Test articles will be dispensed to subject meeting all eligibility requirements, including any
dispensing requirements set forth in this clinical protocol. Subjects will be dispensed an
adequate supply of test articles to complete the study. Lost or damaged test articles may be
replaced at the discretion of the Investigator and/or the Sponsor.

6.4. Packaging and Labeling

The test articles will be packaged in blisters, as the primary packaging. The test article will
be over-labeled to mask the subject to the identity of the lens. The test articles will be in
investigational cartons sealed with a tamper evident seal, commercial cartons, or in plastic

6.5. Storage Conditions

bags as the secondary packaging form. The sample study label is shown below:

Test articles will be maintained at ambient temperatures at the clinical site. Test articles must
be kept under secure conditions.

CR-6344, v1.0
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6.6. Collection and Storage of Samples

When possible, any lens or test article associated with an Adverse Events and/or a Product
Quality Complaint must be retained and stored in a glass vial with moderate solution pending
directions from the sponsor for potential return back to JIVC.

6.7. Accountability of Test Articles

JIVC will provide the Investigator with sufficient quantities of study articles and supplies to
complete the investigation. The Investigator i1s asked to retain all lens shipment
documentation for the test article accountability records.

Test article must be kept in a locked storage cabinet, accessible only to those assigned by the
Investigator for dispensing. The Investigator may delegate this activity to authorized study
site personnel listed on the Site Delegation Log. All test articles must be accounted. This
includes:

1. What was dispensed for the subject for trial fitting, to wear out of the office, or 1ssued

for the subject to replace appropriately between visits
2. What was returned to the Investigator unused
3. The number and reason for unplanned replacements

The Investigator will collect all unused test articles from the subjects at the end of the
subject’s participation. Subject returned unused test articles must be separated from the
clinical study inventory of un-dispensed test articles and must be labeled with the subject
number and date of return. Following final reconciliation of test articles by the monitor, the
Investigator or monitor will return all unused test articles the Sponsor.

If there is a discrepancy between the shipment documents and the contents, contact the study
monitor immediately.

CR-6344, v1.0 JIVC Confidential




7. STUDY EVALUATIONS

7.1. Time and Event Schedule

Table 3: Time and Events

Visit Information Visit 1 Visit 2 Visit 3 Visit 4 Visit
Screening, Treatment 1 Treatment 1 Baseline Treatme
Baseline, Follow-up 1 Follow-up 2 Treatment 2 Follow-t
Treatment 1 Optimization Optimiz:
Time Point Day 0 Day 3+1 Day 7+1 Day 743 Day 3-
from V1 from V2 from V3 from \
Day 0
Complete
743 days
washout before
V4
Estimated Visit Duration 2.5 hours 1.0 hour 1.5 hour 1.5 hour 1.0 ho
Statement of Informed
Consent X
Demographics X
Medical
History/Concomitant
Medications X
Adverse Events and
Concomitant Medications
Review X X = X
Compliance X X X
Habitual Contact Lens
Information 1
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Visit Information Visit 1 Visit 2 Visit 3 Visit 4 Visit

Screening, Treatment 1 Treatment 1 Baseline Treatme
Baseline, Follow-up 1 Follow-up 2 Treatment 2 Follow—
Treatment 1 Optimization Optimizz
Time Point Day 0 Day 3+1 Day 7+1 Day 7+3 Day 3-
from V1 from V2 from V3 from \
Day 0
Complete
743 days
washout before
V4
Estimated Visit Duration 2.5 hours 1.0 hour 1.5 hour 1.5 hour 1.0 ho
Contact Lens History X

Wear Time and
Comfortable Wear Time
with Habitual lenses X
Wear Time and
Comfortable Wear Time
with Study lenses X X X
Screening
Inclusion/Exclusion
Criteria X
Subject Reported Ocular
Symptoms X X X X X

W
w

Distance and Near
Entrance Visual Acuity
Lens Removal

Keratometry
Subjective Refraction and

il i i ]
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Visit Information Visit 1 Visit 2 Visit 3 Visit 4 Visit
Screening, Treatment 1 Treatment 1 Baseline Treatme
Baseline, Follow-up 1 Follow-up 2 Treatment 2 Follow—
Treatment 1 Optimization Optimizz
Time Point Day 0 Day 3+1 Day 7+1 Day 7+3 Day 3-
from V1 from V2 from V3 from \
Day 0
Complete
743 days
washout before
V4
Estimated Visit Duration 2.5 hours 1.0 hour 1.5 hour 1.5 hour 1.0 ho
Distance Visual Acuity
Near ADD Determination X
Ocular Dominance X
ADD Refinement X
Near Visual Acuity X
Biomicroscopy 1 X X X X
Baseline Inclusion/
Exclusion Criteria %
Continuance X
Lens Selection X X (If modified) X X (If modi
Lens Insertion X X X X
10 Minute Settling
¥ .4 % %
Visual Satisfaction /
Subjective Acceptance X X X X X
Study Lens Distance and
Near Visual Acuity X X X x X
Distance Over Refraction
and Visual Acuity X X X X
CR-6344, v1.0
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Visit Information Visit 1 Visit 2 Visit 3 Visit 4 Visit
Screening, Treatment 1 Treatment 1 Baseline Treatme
Baseline, Follow-up 1 Follow-up 2 Treatment 2 Follow—
Treatment 1 Optimization Optimizz
Time Point Day 0 Day 3+1 Day 7+1 Day 7+3 Day 3-
from V1 from V2 from V3 from \
Day 0
Complete
743 days
washout before
V4
Estimated Visit Duration 2.5 hours 1.0 hour 1.5 hour 1.5 hour 1.0 ho
Subjective Lens Fit
Assessment X X X X X
Binocular Over Refraction X
Compliance X X X
X X X
Visual Performance X
Modifications X X X X
X X X ¥
Distance and Near Exit
Visual Acuity X X X X X
Dispensing Criteria X X = X
Instructions X X X X X
Schedule Follow-up X X X X X
Final Evaluation
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7.2. Detailed Study Procedures

VISIT 1

Subjects must report to the visit wearing their habitual contact lenses to accurately assess
baseline PRO (CLUE and MRD) performance. If the subject is not wearing their lenses they
must be rescheduled.

Visit 1: Screening

Step | Procedure Details -

1.1 Statement of Each subject must read, understand, and sign
Informed Consent the Statement of Informed Consent before

being enrolled into the study. The Principal
Investigator or his’her designee conducting the
informed consent discussion must also sign the
consent form.

NOTE: The subject must be provided a
signed copy of this document.

1.2 Demographics Record the subject’s age, gender, race and
ethnicity.

1.3 Medical History and | Questions regarding the subjects’ medical
Concomitant history and concomitant medications.
Medications

1.4 Habitual Lenses Questions regarding the subject’s habitual lens
type and parameters.

1.5 Contact Lens History | Record the subject’s correction type (1.e.
monovision, multifocal, sphere with readers,
etc.).

1.6 Wear time and Record the subjects wear time and comfortable
Comfortable Wear wear time with their habitual contact lenses.
time with Habitual
lenses

1.7 Eligibility after All responses to Screening Inclusion Criteria
Screening questions must be answered “yes” and all

responses to Exclusion Criteria must be
answered “no” for the subject to be considered
eligible.
Visit 1: Baseline
Step | Procedure Details
1.8
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1.9

Ocular Symptoms

Subjects will respond to a verbal open-ended
symptoms questionnaire.

1.10

Entrance Visual
Acuity

Distance and near Snellen visual acuity will be
measured for each eye with the subject’s
habitual contact lenses in place.

For near measures use the ETDRS 2000 Series
Chart 1 or 2. The acuity will be recorded to
the nearest letter OD, OS and OU.

Lens Removal

Have the subject remove their habitual lenses
and store in an approved storage solution.

1.12

Keratometry

Keratometry will be performed OD and OS
and the steep and flat dioptric power and
corresponding meridians recorded.

1.13

Subjective Refraction
and Distance Visual
Acuity

An optimal, binocular balanced distance
sphero-cylindrical refraction will be
performed. Record the refraction and distance
visual acuity to the nearest letter.

NOTE: Best distance visual acuity with
sphero-cylindrical refraction must be at
least 20/20-3 in each eye for the subject to
be eligible in the study.

1.14

Near ADD
Determination

The near reading addition will be determined
using the binocular crossed cylinder technique
(BCC) at 40 cm followed by optimization in a
trial frame in step 1.16 below.

1.15

Ocular Dominance

Determine the distance ocular dominance with
the best distance correction in place using a
+1.00-blur test. If the results are equivocal use
the sighting dominance test to determine the
dominant eye used for the study.

1.16

ADD Refinement

Place the BCC result in the trial frame and
refine the near prescription with trial lenses (or
flippers) under binocular conditions.

1.17

Near Visual Acuity

Using the ETDRS 2000 Series Chart 1 or 2
near card placed at 40 cm. Record the near
visual acuity OD, OS and OU at 40 cm.

1.18

Biomicroscopy

FDA Slit Lamp Classification Scale will be
used to grade the findings and determine
eligibility.

For the conjunctival redness | I ©-5
unit increments will be used in the grading.
Corneal Staining Assessment | N 1!
be graded in 1.0 increments.
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If any of these slit lamp findings are Grade 3
or higher, the subject will be discontinued. If
discontinued a final examination must be
completed.

If the clearance of the fluorescein needs to be
expedited, preservative-free rewetting drops
may be instilled.

1.19

Eligibility after
Baseline

All responses to Inclusion Criteria questions
must be answered “yes” and all responses to
Exclusion Criteria questions must be answered
“no” for the subject to be considered eligible.
If so, proceed to lens fitting. If not, complete
the final evaluation and discharge the subject.

Visit 1: Treatment 1 Lens Fitting

Step

Procedure

Details

1.20

Randomization

Record the randomization ID.

121

Lens Selection

Select the lens pair and power based on the
randomization scheme, spherical equivalent
refraction and fitting guide for each eye.
Record the Test lens parameters (power and
lot number).

1.22

Lens Insertion

Subjects will insert the lenses themselves. If
the lens is uncomfortable, inspect for damage
and remove, reinsert or replace as necessary.

Damaged lenses will be stored in labeled vial
with sterile saline, and clearly differentiated
from the other worn lenses that will be
shipped back to the Sponsor. Complete the
Quality Product Complaint form.

1.23

Lens Settling

Allow the study lenses to settle for a minimum
of 10 minutes.

1.24

Determine Visual
Satisfaction

Determine if the subject’s vision is acceptable
with the lenses. Allow the subject to look
down a hallway or out of a window for
distance vision assessments, and for them to
read a book, magazine or similar for near
VISIOIL.

1.25

Study Lens Distance
and Near Visual
Acuity

Measure the distance and near visual acuity
OD, OS and OU. Record the results.

CR-6344, v1.0
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NOTE: Use the ETDRS 2000 Series Chart 1
or 2 near card placed at 40 cm to measure
the Near visual acuity

1.26

Distance Over-
Refraction and
Distance Visual
Acuity

Perform a distance over-refraction OD and OS
using loose lenses outside of the phoropter
under ambient room illumination. The
distance over-refraction may also be refined
under binocular conditions. Record the
results. The results of the distance over-
refraction may also be checked for the impact
on near vision under monocular and/or
binocular conditions.

1.27

Subjective Lens Fit
Assessment

Evaluate and grade lens centration, primary
gaze movement, upgaze movement and
tightness (push-up test).

e The subject should not proceed to wear the
lenses if any of the following is observed:

e presence of limbal exposure (appearance
of clear cornea) 1n any gaze
presence of edge lift

e presence of unacceptable movement
(excessive or insufficient) in all three
movement categories (primary gaze,
upgaze, and push-up).

If either lens is deemed unacceptable, the
subject will be discontinued from the study.
Remove the lenses, perform a slit-lamp
evaluation, and complete the Final Evaluation
form.

1.28

Modifications

If the subject reports unsatisfactory vision or is
unable to obtain 20/30 distance visual acuity
OU with the lenses, then a modification must
be attempted. If the subject reports satisfactory
vision with the lenses a modification 1s not
required, however at the Investigator’s
discretion and based upon their findings on the
measured visual acuity and/or over- refraction
the investigator may make a modification.

Up to two attempts at modification are
permitted if necessary, in order to achieve an
acceptable distance and near binocular
performance for the subject, and to enable
them to wear that particular lens type.

CR-6344, v1.0
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Follow the fitting guide allowing for at least

10 minutes of settling time between each lens

modification attempted.

If modifications are required steps 1.21-1.27

| will be repeated for each modification.
1.30 | Distance and Near Distance and near Snellen visual acuity will be
Exit Visual Acuity measured for each eye with the study contact
lenses in place.

For near measures use the ETDRS 2000 Series

Chart 1 or 2. The acuity will be recorded to the

nearest letter OD, OS and OU.

NOTE: The distance visual acuity must be

at least 20/30 OU for the lenses to be

dispensed.
1.31 | Dispensing Criteria The lenses will be dispensed for 2-4 days.

e Distance Snellen acuity equal to or better
than 20/30 OU

e Subject must indicate that the vision is
acceptable.

e Subject must indicate that the comfort of
the lenses is acceptable.

e Lenses must have an acceptable general
lens fit.

1.32 [ Patient Instructions Instruct the Subject the following:
(Daily Reusable e The lenses will be worn on a daily wear
Lenses) reusable basis.

¢ No additional lenses will be dispensed.

e OPTI-FREE® PureMoist® disinfecting
solutions will be used to rub, rinse and
store the lenses each day.

e If determined necessary by the Investigator
sterile non-preserved rewetting drops may
be dispensed to be used as needed for
dryness.

e Subjects will be instructed to wear lenses
for a minimum of 6 hours a day, every day
during the study.
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e Subjects will be instructed to wear their
glasses when not wearing the study lenses.

e A patient instruction booklet will be
provided.

NOTE: In the event a lens is lost or

damaged, the subject will return to the

investigator site for replacement. As much
as reasonably possible, a damaged lens
should be returned to the investigational
site and then returned to the Sponsor. If
lens damage is present, complete the

Product Quality Complaint Form. The lens

will be stored in labeled vial with sterile

saline and returned to the Sponsor.
1.33 | Patient Instructions Instruct the Subject the following:
(Daily Disposable e The lenses will be worn on a daily wear
Lenses) basis.

e Only enough lenses will be dispensed to
the subject to wear for the required number
of days until their follow-up visit. No
additional lenses will be dispensed.

e A new lens will be opened and worn each
day.

e Instruct the subject to bring back all
unworn study lenses.

e Instruct the subject no cleaning or
disinfecting solutions will be used for this
lens type.

e If determined necessary by the Investigator
sterile non-preserved rewetting drops may
be dispensed to be used as needed for
dryness.

e Subjects will be instructed to wear lenses
for a minimum of 6 hours a day, every day
during the study.

e Subjects will be instructed to wear their
glasses when not wearing the study lenses.

e A patient instruction booklet will be
provided.
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NOTE: In the event a lens is lost or
damaged, the subject will return to the
investigator site for replacement. As much
as reasonably possible, a damaged lens
should be returned to the investigational
site and then returned to the Sponsor. If
lens damage is present, complete the
Product Quality Complaint Form. The lens
will be stored in labeled vial with sterile
saline and returned to the Sponsor.

1.34 | Schedule The subject will be scheduled to return for
Follow-up their follow-up appointment in 3+1 day.
NOTE: To count the follow-up visit as a
day of wear the Subject must have worn the
study lenses for 6 hours prior to the visit.
VISIT 2

The subjects must present to Visit 2 wearing the study lenses. To be counted as a day of wear
the lenses need to have been worn for at least six (6) hours prior to the visit.

Visit 2: Treatment 1 Follow-up 1
Step | Procedure Details B i
2.1 Adverse Events and | Review the subject’s concomitant medications
Concomitant and record any changes from the previous
Medications Review | study visit.
Record any adverse events or medical history
changes from the previous study visit.
2.2 Wear time and Record the hours the subject has worn the
Comfortable Wear study lenses and the comfortable wear time on
time with Study the day of follow-up.
lenses
23 Compliance Record the subject’s compliance with wearing
the study lenses.
NOTE: Subjects must have worn lenses for
at least 6 hours per day
To be counted as a day of wear at this visit
the Subject must have worn the study lenses
for 6 hours prior to the visit.
24
2.5 Ocular Symptoms Subjects will respond to a verbal open-ended | | NN
symptoms questionnaire.
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2.6

Subjective
Acceptance

Record whether the subject’s distance and near
vision with the lenses is acceptable.

2T

Distance and Near
Entrance Visual
Acuity

Measure the distance and near visual acuity
OD, OS and OU. Record the results.

NOTE: Use the ETDRS 2000 Series Chart 1
or 2 near card placed at 40 cm to measure
the Near visual acuity

2.8

Distance Over-

Refraction and

Distance Visual
Acuity

Perform a distance over-refraction OD and OS
using loose lenses outside of the phoropter
under ambient room illumination. The
distance over-refraction may also be refined
under binocular conditions. Record the results
and distance visual acuity OD and OS.

The results of the distance over-refraction may
also be checked for the impact on near vision
under monocular and/or binocular conditions.

29

Determination of
Lens Optimization

If the subject reports unsatisfactory vision or is
unable to obtain 20/30 distance visual acuity
OU with the lenses, then a modification must
be attempted.

If the subject reports satisfactory vision with
the lenses a modification 1s not required,
however at the Investigator’s discretion and
based upon their findings on the measured
visual acuity and/or over- refraction the
investigator may make a modification.

Up to two attempts at modification are
permitted if necessary, in order to achieve an
acceptable distance and near binocular
performance for the subject, and to enable
them to wear that particular lens type.

Follow the fitting guide and steps 1.21-1.27 in
Visit 1 Fitting allowing for at least 10 minutes
of settling time between each lens
modification.

2.10

Lens Fit Assessment:

Evaluate and grade lens centration, primary
gaze movement, upgaze movement and
tightness (push-up test).

e The subject should not proceed to wear the
lenses if any of the following is observed:

e presence of limbal exposure (appearance of
clear cornea) in any gaze

e presence of edge lift
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presence of unacceptable movement
(excessive or msufficient) in all three
movement categories (primary gaze,
upgaze, and push-up).

If either lens is deemed unacceptable, the
subject will be discontinued from the study.
Remove the lenses, perform a slit-lamp
evaluation, and complete the Final Evaluation
form.

2.11

Collection of unworn
lenses (if applicable)

If the subject was fit in the daily disposable
lenses at visit 1 collect unworn lenses returned
by the subject when lens power has been
optimized.

If lens power was not changed allow the
subject to use the unworn lenses dispensed at
Visit 1 and dispense enough lenses of the same
power to last the subject until their next visit.

2.12

Lens Removal

The study lenses will be removed and
discarded.

213

Biomicroscopy

Perform biomicroscopy OD and OS. Slit Lamp
Classification Scales will be used to grade the
findings.

For the conjunctival redness 0.5
unit increments will be used in the grading.
Corneal Staining Assessmen will
be graded in 1.0 increments.

If the clearance of the fluorescein needs to be
expedited, preservative-free rewetting drops
may be 1nstilled.

2.14

Insertion of Study
Lenses

Dispense the subject a new pair of lenses that
match the distance and ADD power of the
lenses that were removed in Step 2.12 above.

2.16

Distance and Near
Exit Visual Acuity

Distance and near Snellen visual acuity will be
measured for each eye with the study contact
lenses in place.

For near measures use the ETDRS 2000 Series
Chart 1 or 2. The acuity will be recorded to the
nearest letter OD, OS and OU.
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NOTE: The distance visual acuity must be
at least 20/30 OU for the lenses to be
dispensed.

2.17

Dispensing Criteria

The lenses will be dispensed for 71 day.

e Distance Snellen acuity equal to or better
than 20/30 OU

e Subject must indicate that the vision is
acceptable.

e Subject must indicate that the comfort of
the lenses is acceptable.

e Lenses must have an acceptable general
lens fit.

2.18

Patient Instructions
(Reusable Lenses)

Instruct the Subject the following:

e The lenses will be worn on a daily wear
reusable basis.

e No additional lenses will be dispensed.

e OPTI-FREE® PureMoist® disinfecting
solutions will be used to rub, rinse and
store the lenses each day.

e If determined necessary by the Investigator
sterile non-preserved rewetting drops may
be dispensed to be used as needed for
dryness.

e Subjects will be instructed to wear lenses
for a minimum of 6 hours a day, every day
during the study.

e Subjects will be instructed to wear their
glasses when not wearing the study lenses.

e Subjects will be instructed to bring their
habitual contacts or spectacles to the next
visit.

NOTE: In the event a lens is lost or
damaged, the subject will return to the
investigator site for replacement. As much
as reasonably possible, a damaged lens
should be returned to the investigational
site and then returned to the Sponsor. If
lens damage is present, complete the
Product Quality Complaint Form. The lens
will be stored in labeled vial with sterile
saline and returned to the Sponsor.
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2.19 | Patient Instructions Instruct the Subject the following:
(Daily Disposable e The lenses will be worn on a daily wear
Lenses) basis.

e Only enough lenses will be dispensed to
the subject to wear for the required number
of days until their follow-up visit. No
additional lenses will be dispensed.

e A new lens will be opened and worn each
day.

e Instruct the subject to bring back all
unworn study lenses.

e Instruct the subject no cleaning or
disinfecting solutions will be used for this
lens type.

e If determined necessary by the Investigator
sterile non-preserved rewetting drops may
be dispensed to be used as needed for
dryness.

e Subjects will be instructed to wear lenses
for a minimum of 6 hours a day, every day
during the study.

e Subjects will be instructed to wear their
glasses when not wearing the study lenses.

e Subjects will be instructed to bring their
habitual contacts or spectacles to the next
visit.

NOTE: In the event a lens is lost or

damaged, the subject will return to the

investigator site for replacement. As much
as reasonably possible, a damaged lens
should be returned to the investigational
site and then returned to the Sponsor. If
lens damage is present, complete the

Product Quality Complaint Form. The lens

will be stored in labeled vial with sterile

saline and returned to the Sponsor.

2.20 | Schedule The subject will be scheduled to return for
Follow-up their follow-up appointment in 7+1 day.
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NOTE: To count the follow-up visit as a day
of wear the Subject must have worn the
study lenses for 6 hours prior to the visit.

VISIT 3

The subjects must present to Visit 3 wearing the study lenses. To be counted as a day of wear
the lenses need to have been worn for at least six (6) hours prior to the visit.

Visit 3: Treatment 1 Follow-up 2

Step | Procedure Details -

3.1 Adverse Events and | Review the subject’s concomitant medications
Concomitant and record any changes from the previous
Medications Review | study visit.

Record any adverse events or medical history
changes from the previous study visit.

32 Wear time and Record the hours the subject has worn the
Comfortable Wear study lenses and the comfortable wear time on
time with Study the day of follow-up.
lenses

33 Compliance Record the subject’s compliance with wearing

the study lenses.

NOTE: Subjects must have worn lenses for
at least 6 hours per day

To be counted as a day of wear at this visit
the Subject must have worn the study lenses
for 6 hours prior to the visit.

34 PRO (CLUE and The subject will evaluate the vision
MRD) and CLDEQ-8 | characteristics, comfort characteristics,
Questionnaires handling characteristics, and visual symptoms

of the study lenses using the PRO (CLUE and
MRD) questionnaires.

3.5 Ocular Symptoms Subjects will respond to a verbal open-ended | |

symptoms questionnaire

3.6 Subjective Record whether the subject’s distance and near
Acceptance vision with the lenses is acceptable.

3.7 Distance and Near Measure the distance and near visual acuity ]
Entrance Visual OD, OS and OU. Record the results.

Acuity
For near measures use the ETDRS 2000 Series
Chart 1 or 2. The acuity will be recorded to the
nearest letter OD. OS and OU.

3.8 Visual Performance | Visual performance will be recorded OD, OS,
Distance (4 M) and OU for the following:

Intermediate (64 cm) | Distance, Bright Illuminance
Near (40 cm)
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High and Low Contrast ETDRS Charts
4 M- HC#1, HC#2, HC#3 and LC#1, LC#2,
LC#3

Near, Bright Illuminance

Reduced Guillon-Poling Charts Intermediate
(64 cm) High Contrast and Low Contrast

Near (40 cm) High Contrast and Low Contrast

Distance, Dim Illuminance (with Distance
goggles)

High Contrast ETDRS Charts 4 M-HC#4,
HC#5, HC#6

Near, Dim Illuminance (with Near goggles)
Reduced Guillon-Poling charts

High Contrast Intermediate (64 cm) and Near
(40 cm).

NOTE:

e The room illuminance must be
between 7.3 and 7.9 EV (394-597
lux).

e Distance, HC-1 Chart luminance
Acceptable Range 10.5-10.7 EV
(181-208 cd/m?2).

¢ Guillon-Poling, Near Chart
Luminance Acceptable Range 10.8-
11.1 EV (223-274 c¢d/m2).

e Do not use the Mesopic filter for Dim
luminance (Dim luminance will be
simulated by using the goggles)

3.9

Binocular Distance
Over-refraction and
Distance Visual
Acuity

Perform a binocular over-refraction and record
the OD and OS results and distance visual
acuity.

Note: No lens changes are allowed based on
the over-refraction.

Appendix

3.10

Lens Fit Assessment:

Evaluate and grade lens centration, primary
gaze movement, upgaze movement and
tightness (push-up test).

e The subject should not proceed to wear the
lenses if any of the following is observed:

e presence of limbal exposure (appearance of
clear cornea) in any gaze

e presence of edge lift

e presence of unacceptable movement
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(excessive or insufficient) in all three
movement categories (primary gaze,
upgaze, and push-up).

If either lens is deemed unacceptable, the
subject will be discontinued from the study.
Remove the lenses, perform a slit-lamp
evaluation, and complete the Final Evaluation
form.

3.11

Collection of unworn
lenses (if applicable)

If the first lens type fit on the subject was the
daily disposable lenses collect unworn lenses
returned by the subject.

3.12

Lens Removal

Have the subject remove the study lenses and
store in saline in a labeled glass vial.

Note: Lenses do not need to be stored in a
refrigerator.

3.13

Biomicroscopy

Perform biomicroscopy OD and OS. Slit Lamp
Classification Scales will be used to grade the
findings.

For the conjunctival redness | N ©-5
unit increments will be used in the grading.
Corneal Staining Assessmen will
be graded in 1.0 increments.

If the clearance of the fluorescein needs to be
expedited, preservative-free rewetting drops or
saline may be instilled.

3.14

Distance and Near
Exit Visual Acuity

Distance and near Snellen visual acuity will be
measured for each eye with the subject’s
habitual correction in place.

For near measures use the ETDRS 2000 Series
Chart 1 or 2. The acuity will be recorded to the
nearest letter OD, OS and OU.

3.15

Schedule
Follow-up

The subject will be scheduled to return for
their next appointment in 743 days.

NOTE: Subject may wear their habitual
spectacles or contact lenses during the
washout period.
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VISIT 4

The subjects may present to Visit 4 wearing their habitual spectacles or contact lenses, if
required for their distance vision.

Visit 4: Baseline Treatment 2

Step

Procedure

Details

4.1

Adverse Events and

Concomitant

Medications Review

Review the subject’s concomitant medications
and record any changes from the previous
study visit.

Record any adverse events or medical history
changes from the previous study visit.

4.2

Subject Reported
Ocular Symptoms

Subjects will respond to a verbal open-ended
symptoms questionnaire.

4.3

Distance and Near
Entrance Visual

Acuity

Distance and near Snellen visual acuity will be
measured for each eye with the subject’s
habitual correction mn place.

For near measures use the ETDRS 2000 Series
Chart 1 or 2. The acuity will be recorded to the
nearest letter OD, OS and OU.

44

Lens Removal (if
applicable)

Have the subject remove their habitual lenses
and store 1 an approved storage solution.

Biomicroscopy

FDA Slit Lamp Classification Scale will be
used to grade the findings and determine
eligibility.

For the conjunctival redness )05
unit increments will be used in the grading.
Corneal Staining Assessment [N 1!
be graded in 1.0 increments.

If the clearance of the fluorescein needs to be
expedited, preservative-free rewetting drops
may be instilled.

4.6

Continuance

Determine whether the subject is eligible to
continue in the study based on the examination
findings.

Visit 4: Treatment 2 Lens Fitting

Step

Procedure

Details

4.7

Lens Selection

Select the lens pair and power based on the
randomization scheme, spherical equivalent
refraction and fitting guide for each eye.

Appendix
GorH
(Fitting
Guides)

CR-6344, v1.0

JIVC Confidential




Record the Test lens parameters (power and lot
number).

4.8

Lens Insertion

Subjects will insert the lenses themselves. If
the lens is uncomfortable, inspect for damage
and remove, reinsert or replace as necessary.

Damaged lenses will be stored in labeled vial
with sterile saline, and clearly differentiated
from the other worn lenses that will be shipped
back to the Sponsor. Complete the Quality
Product Complaint form.

4.9

Lens Settling

Allow the study lenses to settle for a minimum
of 10 minutes.

4.10

Determine Visual
Satisfaction

Determine if the subject’s vision is acceptable
with the lenses. Allow the subject to look
down a hallway or out of a window for
distance vision assessments, and for them to
read a book, magazine or similar for near
vision.

4.11

Distance and Near
Entrance Visual
Acuity

Measure the distance and near visual acuity
OD, OS and OU. Record the results.

For near measures use the ETDRS 2000 Series
Chart 1 or 2. The acuity will be recorded to the
nearest letter OD, OS and OU.

4.12

Distance Over-
Refraction and

Distance Visual
Acuity

Perform a distance over-refraction OD and OS
using loose lenses outside of the phoropter
under ambient room illumination. The
distance over-refraction may also be refined
under binocular conditions. Record the results.
The results of the distance over-refraction may
also be checked for the impact on near vision
under monocular and/or binocular conditions.

4.13

Subjective Lens Fit
Assessment

Evaluate overall lens fit acceptance (acceptable
or unacceptable) based on centration,
movement and other fitting characteristics.

An unacceptable fit is deemed by one of the
following criteria:
e limbal exposure at primary gaze or with
extreme eye movement;
e edge lift;
e excessive movement in primary and up
gaze; or
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¢ insufficient movement in all three of
the following conditions: primary gaze,
up gaze, and Josephson push up.

If either lens is deemed unacceptable, the
subject will be discontinued from the study.
Remove the lenses, perform a slit-lamp
evaluation, and complete the Final Evaluation
form.

4.14

Modifications

If the subject reports unsatisfactory vision or 1s
unable to obtain 20/30 distance visual acuity
OU with the lenses, then a modification must
be attempted. If the subject reports satisfactory
vision with the lenses a modification is not
required, however at the Investigator’s
discretion and based upon their findings on the
measured visual acuity and/or over- refraction
the mvestigator may make a modification.

Up to two attempts at modification are
permitted if necessary. in order to achieve an
acceptable distance and near binocular
performance for the subject, and to enable
them to wear that particular lens type. Follow
the fitting guide allowing for at least 10
minutes of settling time between each lens
modification attempted.

If modifications are required steps 4.7-4.13
will be repeated for each modification.

Appendix
GorH
(Fitting
Guides)

4.16

Distance and Near
Exit Visual Acuity

Distance and near Snellen visual acuity will be
measured for each eye with the study contact
lenses in place.

For near measures use the ETDRS 2000 Series
Chart 1 or 2. The acuity will be recorded to the
nearest letter OD. OS and OU.

NOTE: The distance visual acuity must be
at least 20/30 OU for the lenses to be
dispensed.

4.17

Dispensing Criteria

The lenses will be dispensed for 3+1 day.
¢ Distance Snellen acuity equal to or better

than 20/30 OU.
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e Subject must indicate that the vision is
acceptable.

e Subject must indicate that the comfort of
the lenses is acceptable.

e Lenses must have an acceptable general
lens fit.

4.18

Patient Instructions
(Daily Reusable
Lenses)

Instruct the Subject the following:

e The lenses will be worn on a daily wear
reusable basis.

e No additional lenses will be dispensed.

e OPTI-FREE® PureMoist® disinfecting
solutions will be used to rub, rinse and
store the lenses each day.

e If determined necessary by the Investigator
sterile non-preserved rewetting drops may
be dispensed to be used as needed for
dryness.

e Subjects will be instructed to wear lenses
for a minimum of 6 hours a day, every day
during the study.

e Subjects will be instructed to wear their
glasses when not wearing the study lenses.

e Subjects will be instructed to bring their
habitual contacts or spectacles to the next
visit.

e A patient instruction booklet will be
provided.

NOTE: In the event a lens is lost or
damaged, the subject will return to the
investigator site for replacement. As much
as reasonably possible, a damaged lens
should be returned to the investigational site
and then returned to the Sponsor. If lens
damage is present, complete the Product
Quality Complaint Form. The lens will be
stored in labeled vial with sterile saline and
returned to the Sponsor.

4.19

Patient Instructions
(Daily Disposable
Lenses)

Instruct the Subject the following:
e The lenses will be worn on a daily wear
basis.
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e Only enough lenses will be dispensed to
the subject to wear for the required number
of days until their follow-up visit. No
additional lenses will be dispensed.

e A new lens will be opened and worn each
day.

e Instruct the subject to bring back all
unworn study lenses.

e Instruct the subject no cleaning or
disinfecting solutions will be used for this
lens type.

e If determined necessary by the Investigator
sterile non-preserved rewetting drops may
be dispensed to be used as needed for
dryness.

e Subjects will be instructed to wear lenses
for a minimum of 6 hours a day, every day
during the study.

e Subjects will be instructed to wear their
glasses when not wearing the study lenses.

e A patient instruction booklet will be
provided.

NOTE: In the event a lens is lost or
damaged, the subject will return to the
investigator site for replacement. As much
as reasonably possible, a damaged lens
should be returned to the investigational site
and then returned to the Sponsor. If lens
damage is present, complete the Product
Quality Complaint Form. The lens will be
stored in labeled vial with sterile saline and
returned to the Sponsor.

4.20 | Schedule The subject will be scheduled to return for
Follow-up their follow-up appointment in 3+1 day.
NOTE: To count the follow-up visit as a day
of wear the Subject must have worn the
study lenses for 6 hours prior to the visit.
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VISIT 5

The subjects must present to Visit 5 wearing the study lenses. To be counted as a day of wear
the lenses need to have been worn for at least six (6) hours prior to the visit.

Visit 5: Treatment 2 Follow-up 1

the study lenses.

NOTE: Subjects must have worn lenses for
at least 6 hours per day

To be counted as a day of wear at this visit
the Subject must have worn the study lenses
for 6 hours prior to the visit.

Step | Procedure Details -

5.1 Adverse Events and | Review the subject’s concomitant medications
Concomitant and record any changes from the previous
Medications Review | study visit.

Record any adverse events or medical history
changes from the previous study visit.

5.2 Wear time and Record the hours the subject has worn the
Comfortable Wear study lenses and the comfortable wear time on
time with Study the day of follow-up.
lenses Wear Time

53 Compliance Record the subject’s compliance with wearing

54
5.5 Ocular Symptoms Subjects will respond to a verbal open-ended | |
symptoms questionnaire.
5.6 Subjective Record whether the subject’s distance and near
Acceptance vision with the lenses is acceptable.
5.7 Distance and Near Measure the distance and near visual acuity ]
Entrance Visual OD, OS and OU. Record the results.
Acuity
NOTE: Use the ETDRS 2000 Series Chart 1
or 2 near card placed at 40 cm to measure
the Near visual acuity
5.8 Distance Over- Perform a distance over-refraction OD and OS
Refraction and using loose lenses outside of the phoropter
Distance Visual under ambient room illumination. The
Acuity distance over-refraction may also be refined
under binocular conditions. Record the results
and distance visual acuity OD and OS.
The results of the distance over-refraction may
also be checked for the impact on near vision
under monocular and/or binocular conditions.
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59

Determination of
Lens Optimization

If the subject reports unsatisfactory vision or is
unable to obtain 20/30 distance visual acuity
OU with the lenses, then a modification must
be attempted.

If the subject reports satisfactory vision with
the lenses a modification is not required,
however at the Investigator’s discretion and
based upon their findings on the measured
visual acuity and/or over- refraction the
investigator may make a modification.

Up to two attempts at modification are
permitted if necessary, in order to achieve an
acceptable distance and near binocular
performance for the subject, and to enable
them to wear that particular lens type.

Follow the fitting guide and steps 4.7-4.13 in
Visit 4 Fitting allowing for at least 10 minutes
of settling time between each lens
modification.

Appendix
GorH
(Fitting
Guides)

5.10

Lens Fit Assessment:

Evaluate and grade lens centration, primary
gaze movement, upgaze movement and
tightness (push-up test).

e The subject should not proceed to wear the
lenses if any of the following is observed:

e presence of limbal exposure (appearance of
clear cornea) in any gaze

e presence of edge lift

e presence of unacceptable movement
(excessive or insufficient) in all three
movement categories (primary gaze,
upgaze, and push-up).

If either lens is deemed unacceptable, the
subject will be discontinued from the study.
Remove the lenses, perform a slit-lamp
evaluation, and complete the Final Evaluation
form.

5.11

Collection of unworn
lenses (if applicable)

If the subject was fit in the daily disposable
lenses at visit 4 collect unworn lenses returned
by the subject when lens power has been
optimized.

CR-6344, v1.0

Page 48 of 259

JJVC Confidential




If lens power was not changed allow the
subject to use the unworn lenses dispensed at
Visit 4 and dispense enough lenses of the same
power to last the subject until their next visit.

Lens Removal

The study lenses will be removed and
discarded.

Biomicroscopy

Perform biomicroscopy OD and OS. Slit Lamp
Classification Scales will be used to grade the
findings.

For the conjunctival redness HO.S
unit increments will be used n the grading.
Corneal Staining Assessment -) will
be graded in 1.0 increments.

If the clearance of the fluorescein needs to be
expedited, preservative-free rewetting drops
may be instilled.

Insertion of Study
Lenses

Dispense the subject a new pair of lenses that
match the distance and ADD power of the
lenses that were removed in Step 5.12 above.

Distance and Near
Exit Visual Acuity

Distance and near Snellen visual acuity will be
measured for each eye with the study contact
lenses i place.

For near measures use the ETDRS 2000 Series
Chart 1 or 2. The acuity will be recorded to the
nearest letter OD, OS and OU.

NOTE: The distance visual acuity must be
at least 20/30 OU for the lenses to be

dispensed.

3,17

Dispensing Criteria

The lenses will be dispensed for 7+1 day.

¢ Distance Snellen acuity equal to or better
than 20/30 OU

e Subject must indicate that the vision is
acceptable.

e Subject must indicate that the comfort of
the lenses is acceptable.

e Lenses must have an acceptable general
lens fit.
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5.18

Patient Instructions
(Reusable Lenses)

Instruct the Subject the following:

e The lenses will be worn on a daily wear
reusable basis.

e No additional lenses will be dispensed.

e OPTI-FREE® PureMoist® disinfecting
solutions will be used to rub, rinse and
store the lenses each day.

e [fdetermined necessary by the Investigator
sterile non-preserved rewetting drops may
be dispensed to be used as needed for
dryness.

e Subjects will be instructed to wear lenses
for a minimum of 6 hours a day, every day
during the study.

e Subjects will be instructed to wear their
glasses when not wearing the study lenses.

e Subjects will be instructed to bring their
habitual contacts or spectacles to the next
visit.

NOTE: In the event a lens is lost or
damaged, the subject will return to the
investigator site for replacement. As much
as reasonably possible, a damaged lens
should be returned to the investigational
site and then returned to the Sponsor. If
lens damage is present, complete the
Product Quality Complaint Form. The lens
will be stored in labeled vial with sterile
saline and returned to the Sponsor.

5.19

Patient Instructions
(Daily Disposable
Lenses)

Instruct the Subject the following:

e The lenses will be worn on a daily wear
basis.

e Only enough lenses will be dispensed to
the subject to wear for the required number
of days until their follow-up visit. No
additional lenses will be dispensed.

e A new lens will be opened and worn each
day.

e Instruct the subject to bring back all
unworn study lenses.
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e Instruct the subject no cleaning or
disinfecting solutions will be used for this
lens type.

e If determined necessary by the Investigator
sterile non-preserved rewetting drops may
be dispensed to be used as needed for
dryness.

e Subjects will be instructed to wear lenses
for a mimimum of 6 hours a day, every day
during the study.

e Subjects will be instructed to wear their
glasses when not wearing the study lenses.

e Subjects will be instructed to bring their
habitual contacts or spectacles to the next
visit.

NOTE: In the event a lens is lost or
damaged, the subject will return to the
investigator site for replacement. As much
as reasonably possible, a damaged lens
should be returned to the investigational
site and then returned to the Sponsor. If
lens damage is present, complete the
Product Quality Complaint Form. The lens
will be stored in labeled vial with sterile
saline and returned to the Sponsor.

5.20 | Schedule The subject will be scheduled to return for
Follow-up their follow-up appointment in 7+1 day.
NOTE: To count the follow-up visit as a day
of wear the Subject must have worn the
study lenses for 6 hours prior to the visit.
VISIT 6

The subjects must present to Visit 6 wearing the study lenses. To be counted as a day of
wear the lenses need to have been wom for at least six (6) hours prior to the visit.

Visit 6: Treatment 2 Follow-up 2

Medications Review

study visit.

Step | Procedure Details -
6.1 Adverse Events and | Review the subject’s concomitant medications
Concomitant and record any changes from the previous
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Record any adverse events or medical history
changes from the previous study visit.

6.2

Wear time and
Comfortable Wear
time with Study
lenses

Record the hours the subject has worn the
study lenses and the comfortable wear time on
the day of follow-up.

6.3

6.4

Compliance

6.5

Ocular Symptoms

Record the subject’s compliance with wearing
the study lenses.

NOTE: Subjects must have worn lenses for
at least 6 hours per day

To be counted as a day of wear at this visit
the Subject must have worn the study lenses
for 6 hours prior to the visit.

Subjects will respond to a verbal open-ended
symptoms questionnaire

6.6

Subjective
Acceptance

Record whether the subject’s distance and near
vision with the lenses is acceptable.

6.7

Distance and Near
Entrance Visual
Acuity

Distance and near Snellen visual acuity will be
measured for each eye with the study contact
lenses in place.

For near measures use the ETDRS 2000 Series
Chart 1 or 2. The acuity will be recorded to the
nearest letter OD, OS and OU.

6.8

Visual Performance
Distance (4 M)
Intermediate (64 cm)
Near (40 cm)

Visual performance will be recorded OD, OS,
and OU for the following:

Distance, Bright Illuminance

High and Low Contrast ETDRS Charts 4
M- HC#1, HC#2, HC#3 and LC#1, LC#2,
LC#3

Near, Bright Illuminance

Reduced Guillon-Poling Charts Intermediate
(64 cm) High Contrast and Low Contrast
Near (40 cm) High Contrast and Low Contrast

Distance, Dim Illuminance (with Distance
goggles)

High Contrast ETDRS Charts 4 M-HC#4,
HC#5, HC#6
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Near, Dim Illuminance (with Near goggles)
Reduced Guillon-Poling charts

High Contrast Intermediate (64 cm) and Near
(40 cm).

NOTE:

e The room illuminance must be
between 7.3 and 7.9 EV (394-597
lux).

e Distance, HC-1 Chart luminance
Acceptable Range 10.5-10.7 EV
(181-208 cd/m2).

e Guillon-Poling, Near Chart
Luminance Acceptable Range 10.8-
11.1 EV (223-274 cd/m2).

e Do not use the Mesopic filter for Dim
luminance (Dim luminance will be
simulated by using the goggles)

6.9

Binocular Distance
Over-refraction and
Distance Visual
Acuity

Perform a binocular over-refraction and record
the OD and OS results and distance visual
acuity.

Note: No lens changes are allowed based on
the over-refraction.

Appendix
D

6.10

Lens Fit Assessment:

Evaluate and grade lens centration, primary
gaze movement, upgaze movement and
tightness (push-up test).

The subject should not proceed to wear the
lenses if any of the following is observed:

e presence of limbal exposure (appearance of
clear cornea) in any gaze

e presence of edge lift

e presence of unacceptable movement
(excessive or insufficient) in all three
movement categories (primary gaze,
upgaze, and push-up).

If either lens is deemed unacceptable, the
subject will be discontinued from the study.
Remove the lenses, perform a slit-lamp
evaluation, and complete the Final Evaluation
form.
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6.11

Collection of unworn
lenses (if applicable)

If the second lens type fit on the subject was
the daily disposable lenses collect unworn
lenses returned by the subject.

6.12

Lens Removal

Have the subject remove the study lenses and
store in saline in a labeled glass vial.

NOTE: Lenses do not need to be stored in a
refrigerator.

6.13

Biomicroscopy

Perform biomicroscopy OD and OS. Slit Lamp
Classification Scales will be used to grade the
findings.

For the conjunctival redness 0.5
unit increments will be used i the grading.
Corneal Staining Assessment || N w1l
be graded in 1.0 increments.

If the clearance of the fluorescein needs to be
expedited, preservative-free rewetting drops
may be 1nstilled.

FINAL EVALUATION

The final evaluation will ordinarily take place immediately following the last scheduled

follow-up wvisit per the study protocol.

discontinues the study or is terminated from the study.

It may also take place at any point the subject

Final Evaluation
Step | Procedure Details
P Final Exam Form Indicate if the subject completed the study

successfully. If subject discontinued from the
study, indicate the reason.

F.2 Subjective Perform bare-eye subjective spherocylindrical
spherocylindrical refraction with a phoropter and record the best
Refraction corrected distance visual acuity to the nearest

letter (OD, OS, and OU).

E.3 Exat Shit Lamp FDA Slit Lamp Classification Scale will be
Biomicroscopy used to grade the findings and determine

eligibility.

If the clearance of the fluorescein needs to be
expedited, preservative-free rewetting drops or
saline may be instilled.

0

7.3. Unscheduled Visits

If, during the investigation, a subject requires an unscheduled visit to the clinical site, the
following information will be collected at a minimum:
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e Chief complaint prompting the visit. If the reason is an adverse event, the applicable
eCRF for the adverse event must be completed and subject record completed as
appropriate
Date and time of the visit and all procedures completed at the unscheduled visit
Review of adverse event and concomitant medications
Documentation of any test article dispensed or collected from the subject, if
applicable

e Slhit lamp findings (using the Shit Lamp Classification Scale)

If the Investigator withdraws a subject from the study. the final study visit case report forms
must be completed indicating the reason(s) why the subject was withdrawn. The subject

record must be completed documenting the date and primary reason for withdrawal and the
study CRA notified.

Any ocular and non-ocular Adverse Events that are ongoing at the time of the study visit will
be followed by the Investigator, within licensure, until they have resolved, returned to pre-
treatment status, stabilized, or been satisfactorily explained. If further treatment i.e., beyond
licensure is required, the subject will be referred to the appropriate health care provider.

The following information will be collected during an unscheduled visit.

Unscheduled Visit
Step | Procedure Details -
U.1 | Chief Complaints Record the subject’s chief complaints for
reasons for the unscheduled visit
U.2 | Adverse Events and Review the subject’s concomitant
Concomitant Medications | medications and record any changes from
Review the previous study visit.
U.3 | Subject Reported Ocular | Subjects will respond to a verbal open- | | NN
Symptoms ended symptoms questionnaire.
U4 | Entrance VA Record the entrance distance and near I
visual acuity (OD, OS and OU) to the
nearest letter.
For near measures use the ETDRS 2000
Series Chart 1 or 2. The acuity will be
recorded to the nearest letter OD, OS and
OuU.
U.5 | Subjective Sphero- An optimal, binocular balanced distance [
cylindrical Refraction sphero-cylindrical refraction will be I
performed.
Record the refraction and distance visual
acuity to the nearest letter.
U.6 | Biomicroscopy FDA Slit Lamp Classification Scale will be | R
used to grade the findings and determine I
eligibility. I
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Unscheduled Visit

For the conjunctival redness

0.5 unit increments will be used in the
grading.

Corneal Staming Assessment || N
will be graded in 1.0 increments.

If the clearance of the fluorescein needs to
be expedited, preservative-free rewetting
drops may be instilled.

U.7

Lens Dispensing

Additional study lenses may be dispensed
when required.

U8

Lens Fit Assessment:

Evaluate and grade lens centration, primary
gaze movement, upgaze movement and
tightness (push-up test).

The subject should not proceed to wear the
lenses if any of the following is observed:

e presence of limbal exposure
(appearance of clear cornea) in any gaze

e presence of edge lift

e presence of unacceptable movement
(excessive or nsufficient) in all three
movement categories (primary gaze,
upgaze, and push-up).

If either lens is deemed unacceptable, the
subject will be discontinued from the study.
Remove the lenses, perform a slit-lamp
evaluation, and complete the Final
Evaluation form.

LRE>.

Exit Visual Acuity

Record the subject’s exit distance and near

visual acuity (OD, OS and OU) to the
nearest letter.

For near measures use the ETDRS 2000
Series Chart 1 or 2. The acuity will be
recorded to the nearest letter OD, OS and
OU.

7.4. Laboratory Procedures

Not Applicable
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8. SUBJECTS COMPLETION/WITHDRAWAL

8.1. Completion Criteria

Subjects are considered to have completed the study if they:
e provided informed consent
e they are eligible
e completed all study visits

8.2. Withdrawal/Discontinuation from the Study

A subject will be withdrawn from the study for any of the following reasons:
e Subject death during the study period
e Subject withdrawal of consent
Subject not compliant to protocol
Subject lost to follow-up
Subject no longer meets eligibility criteria (e.g. the subject becomes pregnant)
Subject develops significant or serious adverse events causing discontinuation of
study lens wear
Subjects who have experienced a Corneal Infiltrative Event (CIE)
e Investigator’s clinical judgment regarding the subject safety reasons (that it is in the
best interest of the subject to stop treatment)
e Subject missed two consecutive study visits
e Subject not compliant with study lens wear schedule
e Subject not successfully dispensed due to lack of efficacy and safety including poor
vision, poor comfort or unacceptable fit

For discontinued subjects, the Investigator will:

e Complete the current visit (scheduled or unscheduled)

e Complete the Final Evaluation, indicating the reason that the subject was
discontinued from the study

e Record the spherocylindrical refraction with best corrected distance visual acuity

e Collect used test article(s) (worn or brought to the visit) from the subject and discard
them, unless otherwise stated in Section 6.7

e Collect all unused test article(s) from the subject

An additional subject may be enrolled if a subject discontinues from the study prematurely.

In cases where a subject is lost to follow-up, every possible effort must be made to contact
the subject and determine the reason for discontinuation/withdrawal. The measures taken to
follow up must be documented including two written attempts and a certified letter (or
equivalent) as the final attempt.
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9. PRE-STUDY AND CONCOMITANT INTERVENTION/MEDICATION

Concomitant medications will be documented during screening and updated during the study.
Disallowed medications and therapies are medications or therapies that contraindicate contact
lens wear. See the Exclusion criteria for specific details.

10. DEVIATIONS FROM THE PROTOCOL

Investigator will notify study sponsor upon identification of a protocol deviation. Major
protocol deviations must be reported to the sponsor within 24 hours after discovery of the
protocol deviation. The Investigator will report deviations per IRB/IEC requirements. All
deviations will be tracked, and corrective actions implemented as appropriate.

If it becomes necessary for the Investigator to implement a deviation in order to eliminate an
immediate hazard to the trial subject, the Investigator may implement the deviation
immediately without notification to the sponsor. Within 24 hours after the implemented
deviation, the Investigator must notify and provide the rationale to the Sponsor and, as
required, the IEC/IRB.

11. STUDY TERMINATION

If more than 2 subjects in the investigational soft contact lens group develop serious expected
(e.g., definite or probable MK) or unexpected device related adverse events, the study will be
suspended. Upon review and consultation with IRB, DMC, and JJV safety review committee,
the study may be terminated. This potential stopping rule is established based on our trial
involving approximately 200 subjects wearing the investigational soft contact lens for up to 3
years with an assumed MK rate that is below 0.2% per patient-year. The rate of 0.2% per
patient year is the established rate for extended wear lenses in adults, which was requested by
the FDA as a criterion for evaluating a contact lens for pediatric use in an FDA response to a
pre-IDE submission. To be conservative, 200 independent patient years were used in the
calculation. The probability of observing 2 cases or more incidents of MK is 0.061, and 3
cases or more incidents of MK 1s 0.007 (given a MK rate of 0.2% per patient year).

The occurrence of one or more Unanticipated Serious Adverse Device Effect (USADE), or
any SAE where the relationship to study agent cannot be ruled out, may result in stopping
further dispensing of test article. In the event of a USADE or SAE, the Sponsor may unmask
the treatment regimen for the subject(s) and will discuss this with the Investigator before any
further subjects are enrolled.

The Sponsor will determine when a study will be stopped. The Principal Investigator always
has the discretion to initiate stopping the study based on patient safety or if information
indicates the study’s results are compromised.

JJVC reserves the right to terminate the study at any time for any reason. Additionally, the
IEC/IRB reserves the right to terminate the study if an unreasonable risk is determined. The
study can be terminated by the Principal Investigator at the individual clinical site due to
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specific clinical observations, if in their opinion, after a discussion with JJVC, it is
determined that it would be unwise to continue at the clinical site.

JJVC (and the IEC/IRB and DMC, if applicable) will evaluate all adverse events. If it is
determined that an adverse event presents an unreasonable risk, the investigation, or that part
of the investigation presenting the risk, will be terminated, as soon as possible.

Should the study be terminated (either prematurely or as scheduled), the Investigator will
notify the IEC/IRB and Regulatory Authority as required by local regulatory requirements.

12. PROCEDURE FOR HANDLING PRODUCT QUALITY COMPLAINTS

A Product Quality Complaint (PQC) refers to any written, electronic, or oral communication
that alleges deficiencies related to the identity, quality, durability, reliability, safety,
effectiveness or performance of test articles after they have been released for clinical trial
use.

Potential complaints may come from a variety of sources including but not limited to
subjects, clinical research associates (CRA), clinical operations managers (COM), medical
monitors, and site personnel, etc. The following are not considered product quality
complaints:
e Subject satisfaction inquiries reported via “Subjective Questionnaires” and “Patient
Reported Outcomes (PRO)”
e Clinical test articles that are stored improperly or damaged after receipt at the
investigational site
e Lens replacements that occur due to drops/fall-outs
e Damage deemed by clinicians or clinical staff to be caused by handling by the user,
and not indicative of a quality deficiency (i.e. tears, rips, etc.), only in situations
where there is no deficiency alleged by the subject

Within 24 hours of site personnel becoming aware that a PQC has occurred, the PQC must be
recorded in the EDC system, which will trigger an automatic email notification to the
appropriate COM/CRA and Clinical QA representative. In cases where the EDC system in
use 1s not configured to send automatic notifications or when an EDC system is not used, the
COM/CRA is responsible for notifying Clinical QA upon discovery that a PQC has occurred.

Upon receipt of the EDC notification, the COM/CRA will contact the study site to collect
additional information which will include:
e Date the complaint was received/recorded in the EDC System (Date of Sponsor
Awareness)
Who received the complaint
Study number
Clinical site information (contact name, site ID, telephone number)
Lot number(s)
Unique Subject Identifier(s)
Indication of who first observed complaint (site personnel or subject)
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e OD/OS indication, along with whether the lens was inserted

e Any related AE number if applicable

e Detailed complaint description (scheduled/unscheduled visit, wear time, symptoms,
resolution of symptoms, etc.)

e Eye Care Provider objective (slit lamp) findings if applicable

e Confirmation of product availability for return (and tracking information, if
available), or rationale if product is not available for return

Once a complaint is received, it will be assessed by the COM, CRA, or trained site personnel
to determine if it is an Adverse Event/Serious Adverse Event (AE/SAE). If the complaint
results in an AE/SAE, the COM/CRA, or trained site personnel will follow Section 13 of this
protocol. If the AE/SAE was potentially the result of a product quality related deficiency,
these procedures also applies and will be executed in parallel.

In some cases, a PQC form may be generated in EDC by the site in error. In this event, the
PQC forms will be marked “Intentionally Left Blank™ or “ILB”. Justification for ILB must
be documented.

13. ADVERSE EVENTS

13.1. Definitions and Classifications

Adverse Event (AE) — An AE is “any untoward medical occurrence, unintended disease or
injury, or untoward clinical signs (including abnormal laboratory findings) in subjects, users
or other persons, whether or not related to the investigational medical device.
NOTES:
Note 1 to entry: This definition includes events related to the investigational medical
device or the comparator.
Note 2 to entry: This definition includes events related to the procedures involved.
Note 3 to entry: For users or other persons, this definition is restricted to events related
to investigational medical devices.”"

An AE includes any condition (including a pre-existing condition) that:

1. Was not present prior to the study, but appeared or reappeared following initiation of
the study

2. Was present prior to the study but worsened during the study. This would include any
condition resulting from concomitant illnesses, reactions to concomitant medications,
or progression of disease states

3. Pregnancy must be documented as an adverse event and must be reported to the
clinical monitor and to the Sponsor immediately upon learning of the event

Serious Adverse Event (SAE) — An SAE is any untoward medical occurrence that:
e Results in death
e Islife threatening
e Requires in-patient hospitalization or prolongation of existing hospitalization
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Results in persistent or significant disability/incapacity (e.g., a sight threatening
event, a significant persistent or permanent change, impairment, damage, or
disruption to the subject’s body)

Is a congenital anomaly/birth defect, or

Requires intervention to prevent permanent damage (the use of the test article
resulting in a condition which requires medical or surgical intervention to preclude
permanent impairment of the body structure or a body function). Important medical
events that may not result in death, be life-threatening, or require hospitalization may
be considered an SAE when, based upon appropriate medical judgment, they may
jeopardize the patient or subject and may require medical or surgical intervention to
prevent one of the outcomes listed in the above definition

Diagnoses and conditions that are considered Ocular Serious Adverse Events include, but not
limited to:

Microbial Keratitis (MK)

Iritis (including cells in the anterior chamber)
Permanent decrease in best spectacle corrected visual acuity equivalent to 2 acuity
lines or greater

Central Corneal Opacity

Central Corneal Neovascularization

Uveitis

Endophthalmitis

Hypopyon

Hyphemia

Penetration of Bowman’s Membrane

Persistent Epithelial Defect

Limbal cell Damage leading to Conjunctivalization

Significant Adverse Events — Those events that are usually symptomatic and warrant
discontinuation (temporary or permanent) of the test article (excluding Serious Adverse
Events).

Diagnoses and conditions that are considered Ocular Significant Adverse Events include, but
not limited to the following:
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Contact Lens Induced Peripheral Ulcer (CLPU)

Significant Infiltrative Events (SIE)

Superior Epithelial Arcuate Lesions (SEALSs)

Any Temporary Loss of > 2 Lines of BSCVA

Other grade 3 or higher corneal findings, such as abrasions or edema

Non-contact lens related corneal events - e.g. Epidemic Keratoconjunctivitis (EKC)
Asymptomatic Corneal Scar

Any corneal event which necessitates temporary lens discontinuation > 2 weeks
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Non-Significant Adverse Events — Those conditions that are usually asymptomatic and
usually do not warrant discontinuation (temporary or permanent) of the test article.
However, the Investigator may choose to treat as a precautionary measure.

Diagnoses and conditions that are considered Ocular Non-Significant Adverse Events
include, but not limited to the following:
e Non-significant Infiltrative Event (NSIE)
e Contact Lens Papillary Conjunctivitis (CLPC)
e Superficial Punctate Keratitis (SPK)
e Conjunctivitis: Bacterial, Viral, Allergic
Blepharitis
Meibomianitis
Contact Dermatitis
Localized Allergic Reactions
Any corneal event not explicitly defined as serious or significant adverse event,
which necessitates temporary lens discontinuation < 2 weeks

Adverse Device Effect (ADE) — An ADE is an “adverse event related to the use of an
investigational medical device.
NOTES:
Note 1 to entry: This definition includes adverse events resulting from insufficient or
inadequate instructions for use, deployment, implantation, installation, or operation, or
any malfunction of the investigational medical device.
Note 2 to entry: This definition includes any event resulting from use error or from
intentional misuse of the investigational medical device.”!

Unanticipated Adverse Device Effect (UADE) — Any serious adverse effect on health or
safety or any life-threatening problem or death caused by, or associated with, the test article,
if that effect, problem, or death was not previously identified in nature, severity, or degree of
incidence in the investigational plan, Investigator’s Brochure or protocol, or any other
unanticipated serious problem associated with the test article that relates to the rights, safety
and welfare of subjects.

13.2. Assessing Adverse Events

In conjunction with the medical monitor, the Investigator will evaluate adverse events to
ensure the events are categorized correctly. Elements of categorization will include:

e Seriousness/Classifications (see definition in Section 13.1)

e (ausality or Relatedness — i.e. the relationship between the test article, study
treatment or study procedures and the adverse event (not related; unlikely related,;
possibly related; related - see definition in Section 13.2.1)

e Adverse Event Severity — Adverse event severity is used to assess the degree of
intensity of the adverse event (mild; moderate; severe for all events - see definition in
Section 0)

e Outcome — not recovered or not resolved; recovering or resolving; recovered or
resolved with sequelae; recovered or resolved; death related to adverse event;
unknown
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e Actions Taken — none; temporarily discontinued; permanently discontinued; other

13.2.1. Causality Assessment

Causality Assessment — A determination of the relationship between an adverse event and
the test article. The test article relationship for each adverse event should be determined by
the investigator using these explanations:
e Not Related- An adverse event that is not related to the use of the test article, study
treatment or study procedures
e Unlikely Related — An adverse event for which an alternative explanation is more
likely, e.g. concomitant treatment, concomitant disease(s), or the relationship of time
suggests that a causal relationship is not likely
e Possibly Related — An adverse event that might be due to the use of the test article, or
to the study treatment or study procedures. An alternative explanation, e.g.
concomitant treatment, concomitant disease(s), is inconclusive. The relationship in
time is reasonable. Therefore, the causal relationship cannot be excluded
e Related — An adverse event that is listed as a possible adverse effect (device) or
adverse reaction (drug) and cannot be reasonably explained by an alternative
explanation, e.g. concomitant treatment of concomitant disease(s). The relationship
in time is very suggestive, e.g. it is confirmed by de-challenge and re-challenge

13.2.2. Severity Assessment

Severity Assessment — A qualitative assessment of the degree of intensity of an adverse
event as determined by the Investigator or reported to him/her by the subject. The
assessment of severity is made irrespective of test article, study treatment or study procedure
relationship or seriousness of the event and should be evaluated according to the following
scale:
e Mild — Event is noticeable to the subject, but is easily tolerated and does not interfere
with the subject’s daily activities
e Moderate — Event is bothersome, possible requiring additional therapy, and may
interfere with the subject’s daily activities
e Severe — Event is intolerable, necessitates additional therapy or alteration of therapy
and interferes with the subject’s daily activities

13.3. Documentation and Follow-Up of Adverse Events

The recording and documenting of adverse events (ocular and non-ocular) begins when the
subjects are exposed to the test article, study treatment or study procedure. Adverse events
reported before the use of test article, start of study treatment, or study procedures will be
recorded as medical history. However, if the condition deteriorates at any time during the
study it will be recorded and reported as an AE. Untoward medical events reported after the
subject’s exit from the study will be recorded as adverse events at the discretion of the
Investigator.

Upon finding an adverse event, the Principal Investigator will document the condition in the
subject record and in the eCRFs. He/she will complete the Adverse Event /eCRF.
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Complete descriptions of all adverse events must be available in the subject record. All
Adverse Events including local and systemic reactions not meeting the criteria for “serious
adverse events” shall be captured on the appropriate case report form or electronic data
system. All adverse events occurring while the subject is enrolled in the study must be
documented appropriately regardless of relationship.

It is the Investigator’s responsibility to maintain documentation of each reported adverse
event. All adverse events will be followed in accordance with applicable licensing
requirements. Such documentation will include the following:

e Adverse event (diagnosis not symptom)

e Drawings or photographs (where appropriate) that detail the finding (e.g., size,
location, and depth, etc.)
Date the clinical site was notified
Date and time of onset
Date and time of resolution
Adverse event classification, severity, and relationship to test articles, as applicable
Treatment regimen instituted, including concomitant medications prescribed, in
accordance with applicable licensing requirements
Any referral to another health care provider if needed
Outcome, ocular damage (if any)
Likely etiology
Best corrected visual acuity at the discovery of the event and upon conclusion of the
event

In addition, if an infiltrate(s) is present, he/she will complete the Corneal Infiltrate
Assessment eCRF. Where necessary, a culture of the corneal lesion will be collected to
determine if the infection is microbial in nature. If cultures are collected, the date of culture
collection and laboratory utilized will be recorded.

Changes in the severity of an AE shall be documented to allow an assessment of the duration
of the event at each level of intensity to be performed. Adverse events characterized as
intermittent require documentation of the onset and duration of each episode. Changes in the
assessment of relationship to the Test Article shall also be clearly documented.

Subjects who present with an adverse event shall be followed by the Investigator, within
licensure, until all signs and symptoms have returned to pre-treatment status, stabilized, or
been satisfactorily resolved. If further treatment beyond licensure is required, the patient will
be referred to the appropriate health care provider. The Investigator will use his/her clinical
judgment as to whether a subject reporting with an adverse event will continue in the study.
If a subject is discontinued from the study, it will be the responsibility of the Investigator to
record the reason for discontinuation. The Investigator will also document the adverse event
appropriately and complete the Adverse Event eCRF. Any subjects with ongoing adverse
events related to the test article, study treatment or study procedures, as of the final study
visit date, should be followed to resolution of the adverse event or until referral to an
appropriate health care provider, as recommended by the Investigator.
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Non-ocular adverse events that are not related to the test article, study treatment, or study
procedures may be recorded as “ongoing” without further follow-up.

13.4. Reporting Adverse Events

The Investigator will notify the Sponsor of an adverse event by e-mail, facsimile, or
telephone as soon as possible and no later than 24 hours from discovery for any serious
/significant adverse events, and 2 days from discovery for any non-significant adverse event.
In addition, a written report will be submitted by the Principal Investigator to the IEC/IRB
according to their requirements (Section 13.4.2). The report will comment whether the
adverse event was considered to be related to the test article, study treatment or study
procedures.

13.4.1. Reporting Adverse Events to Sponsor

Serious/Significant Adverse Events

The Investigator will inform the sponsor of all serious/significant adverse events occurring
during the study period as soon as possible by e-mail, fax, or telephone, but no later than 24
hours following discovery of the event. The Investigator is obligated to pursue and obtain
information requested by the Sponsor in addition to that information reported on the eCRF.
All subjects experiencing a serious/significant adverse event must be followed up and all
outcomes must be reported.

When medically necessary, the Investigator may break the randomization code to determine
the identity of the treatment that the subject received. The Sponsor and study monitor should
be notified prior to unmasking the test articles.

In the event of a serious/significant adverse event, the Investigator must:

e Notify the Sponsor immediately

e Obtain and maintain in the subject’s records all pertinent medical information and
medical judgment for colleagues who assisted in the treatment and follow-up of the
subject

e Provide the Sponsor with a complete case history which includes a statement as to
whether the event was or was not related to the use of the test article

e Notify the IEC/IRB as required by the IEC/IRB reporting procedure according to
national regulations

Unanticipated (Serious) Adverse Device Effect (UADE)

In the event of an Unanticipated (Serious) Adverse Device Effect (UADE), the Investigator
will submit a report of the UADE to the Sponsor and IEC/IRB as soon as possible, but no
later than 24 hours after the Investigator first learns of the effect. This report is in addition to
the immediate notification mentioned above.

The Sponsor must conduct an evaluation of the UADE and must report the results of the
evaluation to FDA, the IEC/IRB and participating Investigators within 10 working days after
the Sponsor first receives notification of the effect.
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Non-Serious Adverse Events
All non-serious adverse events, including non-serious adverse device effects, will be reported
to the sponsor by the Investigator no later than 2 days from discovery.

13.4.2. Reporting Adverse Events to the Responsible IEC/IRB and Health Authorities

Adverse events that meet the IEC/IRB requirements for reporting must be reported within the
IEC/IRB’s written guidelines. Each clinical site will refer to and follow any guidelines set
forth by their Approving IEC/IRB. Each clinical site will refer to and follow any guidelines
set forth by their local governing Health Authorities.

The Sponsor will report applicable Adverse Events to the local health authorities according
the written guidelines, including reporting timelines.

13.4.3. Event of Special Interest

None

13.5. Reporting of Pregnancy

Subjects reporting pregnancy (by self-report) during the study will be discontinued after the
event is recorded as an Adverse Event. Once discontinued, pregnant participants and their
fetuses will not be monitored for study related purposes. At the Investigator’s discretion, the
study participant may be followed by the Investigator through delivery. However, this data
will not be collected as part of the clinical study database. Pregnant participants are not
discontinued from contact lens or solution related studies for safety concerns, but due to
general concerns relating to pregnancy and contact lens use. Specifically, pregnant women
are discontinued due to fluctuations in refractive error and/or visual acuity that occur
secondary to systemic hormonal changes, and not due to unforeseen health risks to the
mother or fetus.

14. STATISTICAL METHODS

14.1. General Considerations

All data summaries and statistical analyses will be performed using the Statistical Analysis
System (SAS) software Version 9.4 (SAS Institute, Cary, NC). Throughout the analysis of
data, the results for each subject/eye will be used when available for summarization and
statistical analysis. Unscheduled visits will be summarized separately and will be excluded
from the statistical analysis.

Summary tables (Descriptive statistics and/or frequency tables) will be provided for all
baseline variables, efficacy variables and safety variables as appropriate. Continuous
variables will be summarized with descriptive statistics (n, mean, standard deviation [SD],
median, minimum and maximum). Frequency count and percentage of subjects or eyes
within each category will be provided for categorical data.
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Summaries will be presented by study lens type and will be performed separately by
completion status (Safety Population or Per-Protocol Population). All analyses will be
conducted on per-protocol population (see Section 14.3).

14.2. Sample Size Justification

A total of approximately 50 eligible subjects will be enrolled into the study at this site. At
least 40 subjects will complete this study. There have been no prior historical dispensing
studies in presbyopes with the Test article to determine sample size. This is a pilot study and
the sample size calculation was not based on any power analysis. The collected data will be
used to design future trials.

Using the POWER procedure in SAS 9.4, below is the summary of sample size required

based on the different assumptions of the true difference. Each study hypothesis is tested
with at least 90% of statistical power and 2-sided type I error of 0.05.

e lens centration and lens movement

Actual Odds Ratio Control Lens Proportion # of eyes needed Power
1.0 0.75 571 0.8
1.5 0.75 164 0.8
2.0 0.75 100 0.8

14.3. Analysis Populations

Safety Population:
All subjects who were administered any test article excluding subjects who drop out prior to
administering any test article. At least one observation should be recorded.

Per-Protocol Population:

All subjects who have successfully completed all visits and did not substantially deviate from
the protocol as determined by the trial cohort review committee prior to database hard lock
(Per-Protocol Population). Justification of excluding subjects with protocol deviations in the
Per-Protocol Population set will be documented in a memo to file.

Intent-to-Treat (ITT) Population:
All subjects regardless of actual treatment and subsequent withdrawal from study or
deviation from protocol. At least one observation should be recorded.

14.4. Level of Statistical Significance

All planned analysis for this study will be conducted with an overall type I error rate of 5%.
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14.5. Primary Analysis

Primary efficacy analysis:

The lens centration and lens movement outcomes will be converted to a binary response
where 1= lens is centered or have optimal lens movement, and O=otherwise.

The proportion of response (1) will be analyzed using a generalized linear mixed model
with a binary distribution and logit link function for all questions. Each model will include
the experimental design factors: lens, period and lens by period interaction as fixed effects;
and site and subject nested in site as random effects. Other baseline characteristics known to
be important such as subject group (myope/hyperope), age, gender, and/or add power will be
included as fixed covariates when appropriate. The covariance between residual errors from
two eyes from the same subject at the same lens wearing period will be selected based on the
finite-sample corrected Akaike’s Information Criterion.® Covariance structures considered
may include: Homogenous compound symmetry (CS) and Unstructured covariance structure
(UN). The structure that returns the lowest Akaike Information Criteria Corrected (AICC)
will be selected as the structure that best fit the data.

Comparisons between the study lenses will be carried out using two-sided 95% confidence
intervals of odds ratios (odds ratio calculated as Test / Control) for each individual question.
Non-inferiority will be concluded if the lower limit is above 0.67. Superiority will be
concluded if the lower limit is above 1.0.

14.6. Secondary Analysis

Secondary efficacy analysis:

CLUE handling scores will be analyzed using a linear mixed model adjusting for baseline
values as fixed covariates. The model will include the experimental design factors: lens,
period and lens by period interaction as fixed effects. Other baseline characteristics known to
be important such as subject group (myope/hyperope), age, gender, and/or add power will be
included as fixed covariates when appropriate. The covariance between residual errors from
the same subject across lens wearing periods will be selected based on the finite-sample
corrected Akaike’s Information Criterion.® Covariance structures considered may include:
Homogenous compound symmetry (CS) and Unstructured covariance structure (UN). The
structure that returns the lowest Akaike Information Criteria Corrected (AICC) will be
selected as the structure that best fit the data.

Comparisons between the Test lens and Control lens will be carried out using 95%
confidence intervals constructed of least-square means (LSM) differences (Test minus
Control) from the linear mixed model. The non-inferiority of the Test lens relative to the
Control will be concluded if the lower confidence limit of LSM difference is above the non-
inferiority margin -5. The superiority will be established if the lower confidence limit is
above 0.
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In all models, the Kenward and Roger method® will be used for the calculation of the
denominator of degrees of freedom.

14.7. Other Exploratory Analyses
Not Applicable

14.8. Interim Analysis
Not Applicable

14.9. Procedure for Handling Missing Data and Drop-Outs

Missing or spurious values will not be imputed. The count of missing values will be included
in the summary tables and listings.

Subject dropout is expected to be one of the main reasons of missing data in this clinical trial.
Past clinical trials don’t provide the evidence that subject dropout is systematic or not-at-
random. To evaluate the impact of missing data, sensitivity analysis will be conducted using
multiple imputation methods if the proportion of subject dropout is greater than the 15%. The
SAS/STAT procedures PROC MI and PROC MIANALYZE will be utilized with a
parametric regression method used to make at least 5 imputations.

14.10. Procedure for Reporting Deviations from Statistical Plan

The analysis will be conducted according to that specified in above sections. There are no
known reasons for which it is planned to deviate from these analysis methods. If for any
reason a change is made, the change will be documented in the study report along with a
justification for the change.

15. DATA HANDLING AND RECORD KEEPING/ARCHIVING

15.1. Electronic Case Report Form/Data Collection

The data for this study will be captured on electronic case report forms (eCRFs) using an
EDC system (Bioclinica). An authorized data originator will enter study data into the eCRFs
using the EDC system. Data collected on equipment that is not captured in EDC will be
formatted to the specification of the JJV database manager and sent to JJV for analysis.

External Date Sources for this study include:
Not Applicable

The clinical data will be recorded on dedicated eCRFs specifically designed to match the
study procedures for each visit. Once completed, the eCRFs will be reviewed for accuracy
and completeness and signed by the Investigator. The sponsor or sponsor’s representatives
will be authorized to gain access to the subject recordation for the purposes of monitoring
and auditing the study.
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Edit checks, electronic queries, and audit trails are built into the system to ensure accurate
and complete data collection. Data will be transmitted from the clinical site to a secure
central database as forms are completed or updated, ensuring information accuracy, security,
and confidentiality. After the final database lock, the Investigator will be provided with
Individual Patient Profiles (IPP) including the full audit trail on electronic media in PDF
format for all of the study data. The IPP must be retained in the study files as a certified copy
of the source data for the study.

The content and structure of the eCRFs are compliant with ISO14155:2011.!

15.2. Subject Record

At a minimum, subject record should be available for the following:
subject identification

eligibility

study identification

study discussion

provision of and date of informed consent

visit dates

results of safety and efficacy parameters as required by the protocol
a record of all adverse events

follow-up of adverse events

medical history and concomitant medication

test article receipt/dispensing/return records

date of study completion

reason for early discontinuation of test article or withdrawal from the study, if
applicable

The subject record is the eCRF or an external record. The author of an entry in the subject
record must be identifiable. The first point of entry is considered to be the source record.

Adverse event notes must be reviewed and initialed by the Investigator.

16. DATA MANAGEMENT

16.1. Access to Source Data/Document

The Investigator/Institution will permit trial-related monitoring, audits, IEC/IRB review and
regulatory inspection(s) by providing direct access to source data/documents. Should the
clinical site be contacted for an audit by an IEC/IRB or regulatory authority, JJVC must be
contacted and notified in writing within 24 hours.
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16.2. Confidentiality of Information

Information concerning the investigational product and patent application processes,
scientific data or other pertinent information is confidential and remains the property of
JIVC. The Investigator may use this information for the purposes of the study only. It is
understood by the Investigator that JJVC will use information developed in this clinical study
in connection with the development of the investigational product and therefore may disclose
it as required to other clinical investigators and to regulatory agencies. In order to allow the
use of the information derived from this clinical study, the Investigator understands that
he/she has an obligation to provide complete test results and all data developed during this
study to the Sponsor.

16.3. Data Quality Assurance

Steps will be taken to ensure the accuracy and reliability of data, include the selection of
qualified investigators and appropriate clinical sites and review of protocol procedures with
the Principal Investigator. The Principal Investigator, in turn, must ensure that all Sub-
Investigators and clinical site personnel are familiar with the protocol and all study-specific
procedures and have appropriate knowledge of the study article.

Training on case report form completion will be provided to clinical site personnel before the
start of the study. The Sponsor will review case report forms for accuracy and completeness
remotely during the conduct of the study, during monitoring visits, and after transmission to
data management. Any data discrepancies will be resolved with the Investigator or designee,
as appropriate.

Quality Assurance representatives from JJVC may visit clinical sites to review data produced
during the study and to access compliance with applicable regulations pertaining to the
conduct of clinical trials. The clinical sites will provide direct access to study-related source
data/documents and reports for the purpose of monitoring and auditing by JJIVC and for
inspection by local and regulatory authorities.

17. MONITORING

The study monitors will maintain close contact with the Principal Investigator and the
Investigator’s designated clinical site personnel. The monitor’s responsibilities will include:
e Ensuring that the investigation is being conducted according to the protocol, any
subsequent amendments, and regulatory requirements are maintained
e Ensuring the rights and wellbeing of subjects are protected
e Ensuring adequate resources, including facilities, laboratories, equipment, and
qualified clinical site personnel
e Ensuring that protocol deviations are documented with corrective action plans, as
applicable
e Ensuring that the clinical site has sufficient test article and supplies
e C(Clarifying questions regarding the study
e Resolving study issues or problems that may arise
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e Reviewing of study records and source documentation verification in accordance with
the monitoring plan

18. ETHICAL AND REGULATORY ASPECTS

18.1. Study-Specific Design Considerations

Potential subjects will be fully informed of the risks and requirements of the study and,
during the study, subjects will be given any new information that may affect their decision to
continue participation. Subjects will be told that their consent to participate in the study is
voluntary and may be withdrawn at any time with no reason given and without penalty or
loss of benefits to which they would otherwise be entitled. Only subjects who are fully able
to understand the risks, benefits, and potential adverse events of the study, and provide their
consent voluntarily will be enrolled.

18.2. Investigator Responsibility

The Principal Investigator is responsible for ensuring that the clinical study is performed in
accordance with the signed agreement, the investigational plan, Section 4 of the ICH E6
guidelines on Good Clinical Practice (GCP),? and applicable regulatory requirements. GCP
is an international ethical and scientific quality standard for designing, conducting, recording,
and reporting studies that involve the participation of human subjects. Compliance with this
standard provides public assurance that the rights, safety, and well-being of study subjects are
protected, consistent with the principles of the Declaration of Helsinki 64" WMA General
Assembly 20133 and that the clinical study data are credible. The Investigator must maintain
clinical study files in accordance with Section 8 of the ICH E6 guidelines on Good Clinical
Practice (GCP),? and applicable regulatory requirements.

18.3. Independent Ethics Committee or Institutional Review Board (IEC/IRB)

Before the start of the study, the Investigator (or Sponsor when applicable) will provide the
IEC/IRB with current and complete copies of the following documents (where applicable):
e Final protocol and, if applicable, amendments
e Sponsor-approved informed consent form (and any other written materials to be
provided to the subjects)
e Investigator’s Brochure (or equivalent information) and amendments
e Sponsor-approved subject recruitment materials
e Information on compensation for study-related injuries or payment to subjects for
participation in the study
e Investigator’s curriculum vitae, clinical licenses, or equivalent information (unless
not required, as documented by IEC/IRB)
e Information regarding funding, name of the Sponsor, institutional affiliations, other
potential conflicts of interest, and incentives for subjects
e Any other documents that the IEC/IRB requests to fulfill its obligation
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This study will be undertaken only after IEC/IRB has given full approval of the final
protocol, amendments (if any), the informed consent form, applicable recruiting materials,
and subject compensation programs, and the Sponsor has received a copy of this approval.
This approval letter must be dated and must clearly identify the documents being approved.

During the study, the Investigator (or Sponsor when applicable) will send the following
documents to the IEC/IRB for their review and approval, where appropriate:
e Protocol amendments
e Revision(s) to informed consent form and any other written materials to be provided
to subjects
e Ifapplicable, new or revised subject recruitment materials approved by the Sponsor
e Revisions to compensation for study-related injuries or payment to subjects for
participation in the study
e Investigator’s Brochure amendments or new edition(s)
e Summaries of the status of the study (at least annually or at intervals stipulated in
guidelines of the IEC/IRB)
e Reports of adverse events that are serious, unanticipated, and associated with the test
articles, according to the IRB’s requirements
e New information that may adversely affect the safety of the subjects or the conduct of
the study
Major protocol deviations as required by the IEC/IRB
Report of deaths of subjects under the Investigator's care
Notification if a new Investigator is responsible for the study at the clinical site
Any other requirements of the IEC/IRB

For protocol amendments that increase subject risk, the amendment and applicable informed
consent form revisions must be submitted promptly to the IEC/IRB for review and approval
before implementation of the change(s).

At least once a year, the IEC/IRB will review and reapprove this clinical study. This request
should be documented in writing.

At the end of the study, the Investigator (or Sponsor where required) will notify the IEC/IRB
about the study completion. Documentation of this notification must be retained at the
clinical site and a copy provided to the CRO or Sponsor as applicable.

18.4. Informed Consent

Each subject must give written consent according to local requirements after the nature of the
study has been fully explained. The consent form must be signed before performance of any
study-related activity. The consent form that is used must be approved by both the Sponsor
and by the reviewing IEC/IRB. The informed consent is in accordance with principles that
originated in the Declaration of Helsinki,> current ICH?> and ISO 14155' guidelines,
applicable regulatory requirements, and Sponsor Policy.
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Before entry into the study, the Investigator or an authorized member of the clinical site
personnel must explain to potential subject the aims, methods, reasonably anticipated
benefits, and potential hazards of the study, and any discomfort it may entail. Subjects will be
informed that their participation is voluntary and that they may withdraw consent to
participate at any time.

The subject will be given sufficient time to read the informed consent form and the
opportunity to ask questions. After this explanation and before entry into the study, consent
should be appropriately recorded by means of the subject's dated signature. After having
obtained the consent, a copy of the informed consent form must be given to the subject.

18.5. Privacy of Personal Data

The collection, processing and disclosure of personal data and medical information related to
the Study Subject, and personal data related to Principal Investigator and any clinical site
personnel (e.g., name, clinic address and phone number, curriculum vitae) is subject to
compliance with the Health Information Portability and Accountability Act (HIPAA) in the
United States® and other applicable personal data protection and security laws and
regulations. Appropriate measures will be employed to safeguard these data, to maintain the
confidentiality of the person’s related health and medical information, to properly inform the
concerned persons about the collection and processing of their personal data, to grant them
reasonable access to their personal data and to prevent access by unauthorized persons.

All information obtained during the course of the investigation will be regarded as
confidential. All personal data gathered in this trial will be treated in strictest confidence by
Investigators, monitors, Sponsor’s personnel and IEC/IRB. No data will be disclosed to any
third party without the express permission of the subject concerned, with the exception of
Sponsor personnel (monitor, auditor), IEC/IRB and regulatory organizations in the context of
their investigation related activities that, as part of the investigation will have access to the
CRFs and subject records

The collection and processing of personal data from subjects enrolled in this study will be
limited to those data that are necessary to investigate the efficacy, safety, quality, and utility
of the investigational product(s) used in this study.

These data must be collected and processed with adequate precautions to ensure
confidentiality and compliance with applicable data privacy protection laws and regulations.
The Sponsor ensures that the personal data will be:

e processed fairly and lawfully

e collected for specified, explicit, and legitimate purposes and not further processed in a

way incompatible with these purposes
e adequate, relevant, and not excessive in relation to said purposes
e accurate and, where necessary, kept current
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Explicit consent for the processing of personal data will be obtained from the participating
subject before collection of data. Such consent should also address the transfer of the data to
other entities and to other countries.

The subject has the right to request through the Investigator access to his personal data and
the right to request rectification of any data that are not correct or complete. Reasonable steps
should be taken to respond to such a request, taking into consideration the nature of the
request, the conditions of the study, and the applicable laws and regulations.

Appropriate technical and organizational measures to protect the personal data against
unauthorized disclosures or access, accidental or unlawful destruction, or accidental loss or
alteration must be put in place. Sponsor personnel whose responsibilities require access to
personal data agree to keep the identity of study subjects confidential.

19. STUDY RECORD RETENTION

In compliance with the ICH/GCP guidelines,” the Investigator/Institution will maintain all
CRFs and all subject records that support the data collected from each subject, as well as all
study documents as specified in ICH/GCP? and all study documents as specified by the
applicable regulatory requirement(s). The Investigator/Institution will take measures to
prevent accidental or premature destruction of these documents.

Essential documents must be retained until at least two (2) years after the last approval of a
marketing application in an ICH region and until there are no pending or contemplated
marketing applications in an ICH region or until at least two (2) years have elapsed since the
formal discontinuation of clinical development of the investigational product. These
documents will be retained for a longer period if required by the applicable regulatory
requirements or instructed by the Sponsor. It is the responsibility of the Sponsor to inform the
Investigator/Institution as to when these documents no longer need to be retained.

If the responsible Investigator retires, relocates, or for other reasons withdraws from the
responsibility of keeping the study records, custody must be transferred to a person who will
accept the responsibility. The Sponsor must be notified in writing of the name and address of
the new custodian. Under no circumstance shall the Investigator relocate or dispose of any
study documents before having obtained written approval from the Sponsor.

If it becomes necessary for the Sponsor or the appropriate regulatory authority to review any
documentation relating to this study, the Investigator must permit access to such reports.

If the Investigator has a question regarding retention of study records, he/she should contact
JIVC.

20. FINANCIAL CONSIDERATIONS

Remuneration for study services and expenses will be set forth in detail in the Clinical
Research Agreement. The Research Agreement will be signed by the Principal Investigator
and a JJVC management representative prior to study initiation.
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JIVC reserves the right to withhold remuneration for costs associated with protocol
violations such as:

e Continuing an ineligible subject in the study

e Scheduling a study visit outside the subject’s acceptable visit range

JJVC reserves the right to withhold final remuneration until all study related activities have
been completed, such as:

e Query resolution

e (Case Report Form signature

e Completion of any follow-up action items

21. PUBLICATION
This study will be registered on ClinicalTrials.gov by the Sponsor.
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APPENDIX A: PATIENT REPORTED OUTCOMES (STUDY QUESTIONNAIRES)
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APPENDIX B: PATIENT INSTRUCTION GUIDE

The Patient Instruction Guide will be provided separately.
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APPENDIX C: PACKAGE INSERT (APPROVED PRODUCT)

Dailies Total 1® Multifocal Contact Lenses
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DAILIES TOTAL1* and DAILIES TOTAL1* Multifocal (delefilcon A) Soft
Contact Lenses for Daily Disposable Wear

We00038292

IMPORTANT: This packagg insert is effectwe as of March 2016 and ﬁ:licahle to the delefilcon A contact lenses described below. Please read carefully and keep this information for future use. This
profiessional, but should be made available i uest. The eye care professional should provide the pafient with appropriate instructions that pertain fo the pafient's prescribed lenses.

age insert is intended for the eye care
pies of this package insert are available without

charge ﬂumhh:mbycﬂing Customer Service at 1-800-241-5%99 or downhoad from our website at www.alcon.com. In addition, a Patient Insiruction Booklet is available which is recommended to be given to pafients.

me

CAUTION: Federal law (United States) restricts this device to
sale by or on the order of a licensed eye care professional.

PRODUCT DESCRIPTION
DAILIES TOTAL1* and DAILIES TOTAL1" Multifocal (delefilcon A)
soft contact lenses are made from a lens matenial that is 33%
water and 67% (dele ilcon A) polymer, a silicone containing
hydrogel with added phosphatidyicholine. The core lens material
containing 33% water fransitions through a water gradient to a
hydrogel surface layer that exceeds 80% water. Lenses contain the
color additive copper phthalocyanine, a light blue tint, which makes
them easier to see when handling.
Lens Properties

= Refractive Index hydrated:

= Light Transmittance:

= Oxygen Permeability (Dk):

142

93% (@ 610 nm, -1.00D)
140 x 10 (cifsec)iml
Oz/ml x mm Hg),
measured at 35" C
(intrinsic Dk-Coulometnc

methiod)

= Water Content: 33% by weight in normal
saline

= Surface Water Content: = 80%

Lens Parameters

= Diameter Range 13.0to 15.0 mm

= Spherical Power Range -20.00 to +20 00D

= Base Curve Range 8.0t092 mm

Lens Parameters Available’
DAILIES TOTAL1" (delefilcon A) spherical

= Chord Diameter: 14.1 mm

= Center Thickness: 0.09 mm @ -3.00D (vanes
with power)

= Base Curve: 8.5 mm

= Powers: -0.50 to -6.00D (025D
steps); -6.50 to-12.00D
(0.50D steps) +0.50 to
+6.000 (0.250 steps)

DAILIES TOTAL1" Multifocal (delefilcon A)

= Chord Diameter- 14.1 mm

= Center Thickness: 0.09 mm @ -3.00D (vares
with power)

= Base Curve: 8.5 mm

= Powers: +6.00D to-10.00D (0.25D

steps) ADD: LO, MED, HI
NOTE: Hereafter, DAILIES TOTAL1" spherical lenses and DAILIES
TOTAL1® Multifocal contact lenses will simply be refermed o as
deleficon A contact lenses unless product distinction is necessary.

ACTIONS
When hydrated and placed on the comea, delefilcon A confact
lenses act as a refracting medium to focus light rays on the retina.

INDICATIONS [USES)

DAILIES TOTAL1" (delefilcon A) spherical soft contact lenses are
indicated for the optical comrection of refractive ametropia (myopia
and hyperopia) in phakic or aphakic persons with non-diseased eyes
with up to approximately 1.50 diopters (D) of astigmatism that does
not interfere with visual acuity.

DAILIES TOTAL1" Multifocal (delefilcon A) soft contact lenses are
indicated for the optical correction of refractive ametropia (myopia
and hyperopia) andfor presbyopia in phakic or aphakic persons

with non-diseased eyes who may require a reading addition of
+3.00 (D)or less and who may have up to approximately 1.50
diopters (D) of astigmatism that does not interfere with visual
acuity.

The lenses are to be prescribed for single use, daily disposable
wear. The lenses are not intended to be cleaned or disinfected and
should be discarded afier a single use.

CONTRAINDICATIONS (REASONS NOT TO USE)

DO NOT use delefilcon A contact lenses when any of the
following exists:

- Infflammation o infection of the anterior chamber of the eye
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Active disease, injury or abnormality affecting the comea,
conjunctiva, or eyelids

Microbial infection of the eye

Insufficiency of facrimal secretion (dry eye) that interferes with
contact lens wear

Comeal hypoesthesia (reduced comeal sensitivity)

Use of any medication that is confraindicated or interferes with
contact lens wear, induding eye medications

= Any systemic disease which may be exacerbated by or
interferes with contact lens wear

Allergic reactions or ocular imitation of the ocular surfaces or
adnexa that may be caused by or exaggerated by the wearing
of contact lenses

Patient history of recurring eye or eyelid infections, adverse
effects associated with contact lens wear, intolerance or
abnomal ocular response to contact lens wear

If eyes become red or irritated

WARNINGS
Advise patients of the following wamings pertaining to contact
lens wear:

= Problems with contact lenses and lens care products could
result in serious injury to the eye. tis essential that patients
follow their eye care professional's directions and all labeling
instructions for proper use of lenses and lens care products.
Serious eye problems, including corneal ulcers, can
develop rapidly and lead to loss of vision.

Daily wear lenses are not indicated for ovemight wear, and
patients should be insfructed not to wear lenses while
sleeping. Clinical study results have shown that the risk of
serious adverse reactions is increased when contact lenses are
wom ovemight2.

Studies? have shown that contact lens wearers who are
smokers have a higher incidence of adverse reactions than
nonsmokers.

If a patient experiences eye discomfort, foreign body sensation,
excessive tearing, vision changes, or redness of the eye, the
patient should be instructed to immediately remove lenses and
promptly contact his or her eye care professional. It is
recommended that contact lens wearers see their eye care
professional regularty as directed.

PRECAUTIONS

To prevent damage to the eyes or to the contact lenses, the
following precautions should be taken:

Special Precautions for the Eye Care Professional:

Due to the smail number of patients enrolied in the clinical
investigation of lenses, all refractive powers, design configurations,
or lens parameters available in the lens matenial are not evaluated
in significant numbers. Consequently when selecting an
appropriate lens design and parameters, the eye care professional
should consider all characteristics of the lens that can affect lens
performance and ocular health, including oxygen permeability,
central and peripheral thickness and optic zone diameter.

The potential impact of these factors on the patient's ocular health
should be carefully weighed against the patients need for
refractive correction; therefore the continuing ocular health of the
patient and lens performance on the eye should be carefully
evaluated on initial dispensing and monitored on an ongoing basis
by the prescribing eye care professional.

= Fluorescein, a yellow dye, should not be used while the lenses
are on the patient’s eyes. The lenses absorb this dye and
become discolored. Whenever fluorescein is used, the eyes
should be flushed thoroughly with sterile saline solution that is
recommended for in eye use prior to inserting lenses. Avoid
dispensing saline from an aerosol can directly info the eye.
Patients who wear contact lenses to comrect presbyopia may not
achieve the best possible corrected visual acuity for either far or
near vision. Visual requirements vary with the individual and
should be considered when selecting the most appropriate type
of lens for each patient.

Before leaving the eye care professional’s office, the patient
should be able to promptly remove their lenses or should have
someone else available who can remove their lenses for them.
Eye care professionals should instruct the patient to remove

the lenses immediately if the eye becomes red or irmitated.
Routine eye examinations are necessary fo help assure the
continued health of the patient's eyes. Eye care professionals
should make arangements with the patient for appropriate

follow-up visits. Alcon recommends that patients see their eye
care professional once each year, or more often, as
recommended by the eye care professional.

- Diabetics may have reduced corneal sensitivity and thus are
more prone to comeal injury and do not heal as quickly or
completely as non-diabetics.

- Visual changes or changes in lens tolerance may occur during
pregnancy or use of oral coniraceptives. Caution patients
accordingly.

Eye Care Professionals should carefully instruct patients about

the following safety precautions:

Handling Precautions:

= Besure that before leaving the eye care professional's office
the patient is able to promptly remove lenses or have someone
else available to remove them.

= (Good hygiene habits help promote safe and comfortable lens
wear. Always wash, rinse and thoroughly dry hands with a
lint-free towel before handling lenses.

= REMOVE A LENS IMMEDIATELY if an eye becomes red or
imitated.

= Aiways handle lenses carefully. Never use tweezers or other
sharp objects such as fingemails to remove lenses from the
lens container unless specifically indicated for that use.

= Donot use if blister package is damaged or not sealed
completely. This may result in product contamination which
can lead to a serious eye infection.

= Ensure that the correct lens for each eye is available. Shake
the blister pack gently prior fo opening. Remove the lens from
the biister pack by carefully pouring the lens onto the palm of
your clean hand. Ensure the lens is right side out. Inspect
lenses prior to insertion. Do not insert damaged lenses.

= Toinsert lenses:

- Wash and rinse hands thoroughly and dry completely
with a clean, lint free towel before handiing lenses.

- Place a lens on the tip of your clean and dry right or left
index finger, place the middle finger of the same hand
close to lower eyelashes and pull down the lower eyelid.

- Usethe fingers of the other hand to lit the upper eyelid.

- Place the lens directly on the eye (comea) and gently roll
finger away from the lens.

- Look down and slowly remove the hand, releasing the
lower lid.

- Look straight ahead and slowly remove the other hand,
releasing the upper lid.

- Blink gently.

= Toremove lenses:

- Wash and rinse hands thoroughly and dry completely
with a clean, lint free towel before handiing lenses.
Make sure hands are clean and completely dry.

- Blink fully severaltimes.

- While looking up, slide the lens down onto the white part
of the eye.

- Remove the lens by pinching gently between the thumb
and forefinger. Do not pinch the eye tissue.

- Ifthe lens is difficult to grasp, dry fingers once more and
try again. Do not use rewetting drops in this instance.

= Ifalens decenters on the eye, it may be possible to recenter it
by:

- Closing the eye and massaging the lens into place, or

- Looking in the direction of the lens and blinking gently, or

- Gently pushing the off-centered lens onto the comea with
light finger pressure on the edge of the upper or lower
eyelid.

= Ifalens tears in the eye it will feel uncomfortable. Advise
wearers itis impossible to lose a contact lens or part of a
contact lens behind the eye and to remain caim. Lens pieces
may be removed by pinching them as for normal lens removal,
carefully avoiding pinching the eye tissue. If the lens pieces do
not seem to remove easily, rinsing with saline is
recommended. If this does not help, the wearer should confact
an eye care professional for assistance.

Lens Wearing Precautions:

- Patients should never exceed the prescribed wearing schedule
regardiess of how comfortable the lenses feel. Doing S0 may
increase the risk of adverse effects.

- The lens should move freely on the eye at all times. If the lens
sticks (stops moving) on the eye, follow the recommended
directions in the Care for a Sticking Lens section_ If
non-movement of the lens continues, the patient should be
instructed to consult their eye care professional immediately.
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- The eye care professional should be consulted about wearing
lenses during water sports and water related activities.
Exposure to water or other non-sterile liquids while wearing
contact lenses in activilies such as swimming, water skiing,
and hot tubs may increase the risk of ocular infection, including
but not limited to Acanthamoeba keratitis.

Neverallow contact lenses to come into contact wi h
nor-sterile liquids (including tap water and saliva) as microbial
contamination can occur, which may lead to permanent eye
damage.

Eye imitation, infection, or lens damage may result if
cosmetics, lotion, soap, cream, hair spray, deodorant, aerosol
products or foreign partides come in contact with lenses.
Environmental fumes, smoke, and vapors should be avoided in
order to reduce the chance of lens contamination or physical
frauma fo the comea.

Lenses should be disposed of each day upon removal from the
eye.

Discard any lens which has become dehydrated or damaged.
Replace with a sterile, fresh, new lens.

Note the comect lens power for each eye to prevent getting
them mixed up.

- Always camy spare lenses with you or have back-up
spectacles available.

Do not share lenses with anyone as this may spread
micro-organisms which could result in serious eye health
problems.

Do not use lenses beyond their expiration date.

Other Topics to Discuss with Patients:

= Periodic eye examinations are exiremely important for contact
lens wearers. Schedule and conduct appropriate follow-up
examinations to determine ocular response. Alcon
recommends that patients see their eye care professional once
each year or as recommended by the eye care professional.

= Certain medications may cause dryness of the eye, increased
lens awareness, lens intolerance, and blurred vision or visual
changes. These include, but are not limited to, antihistamines,
decongestants, diurefics, muscle relaxants, tranquilizers, and
those for motion sickness. Caution patients using such
medications accordingly and prescribe proper remedial
measures.

- \isual changes or changes in lens folerance may occur during
pregnancy or use of oral contraceptives. Caution patients
accordingly.

Who Should Know that the Patient is Wearing Contact Lenses:

- Patients should inform their health care pracitioners that they
are wearing contact lenses.

- Patients should inform their employers that they are wearing
contact lenses. Some jobs may require the use of eye
protection equipment or may require that contact lenses not be
worm.

It is strongly recommended that patients be provided with a copy of
the DAILIES TOTAL1* and DAILIES TOTAL1* Multifocal Contact
Lenses (deleficon A) Patient Instruction Booklet available from
Alcon and understand its contents prior to dispensing the lenses.

ADVERSE EFFECTS

Patients should be instructed to check eyes regularly to make

sure they look well, feel comfortable and vision is clear.

Potentially serious complications are usually accompanied by

one or more of the following signs or symptoms:

- Moderate to severe eye pain not relieved by removing the lens

= Foreign body sensation

= Excessive watering or other eye secretions including
mucopurulent discharge

= Redness of the eyes

= Photophobia (light sensitivity)

- Buming, stinging or itching or other pain associated with the

eyes

- Comfort is less compared to when the lens was first placed on
eye

- Poor visual acuity (reduced sharpness of vision)

Blurred vision, rainbows or halos around objects

Feeling of dryness

WHAT TO DO IF A PROBLEM OCCURS

Patients should be instructed that if any of the above signs or
symptoms are noticed, he or she should:

= [MMEDIATELY REMOVE THE LENSES.

= |fthe discomfort or problem stops, discard the lens and
replace it with a new one.

Ifthe discomfort or problem continues after removing
lens{es) or upon insertion of a new lens, IMMEDIATELY
remove the lens(es) and contact the eye care professional
for identification of the problem and prompt treatment to
avoid serious eye damage.

The patient should be informed that a serious condition
such as corneal ulcer, infection, corneal vascularization, or
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iritis may be present, and may progress rapidly. Less
serious reactions such as abrasions, infiltrates, and
bacterial conjunctivitis must be managed and treated
carefully to avoid more serious complications.

Additionally, contact lens wear may be associated with ocular
changes that require consideration of discontinuation or
restriction of wear. These include but are not fimited o local or
generalized comeal edema, epithedial microcysts, epithelial
staining, in iltrates, neovascularization, endothelial
polymegathism, tarsal papillary changes, conjunctival injection
or iritis.

ADVERSE EFFECT REPORTING

If a patient experiences any serious adverse effects associated with
the use of DAILIES TOTAL1* brand (deleficon A) contact lenses,
please notify: Alcon Medical Safety in the USA at 1-800-757-9780.

FITTING GUIDE AND PATIENT BOOKLET

Conventional methods of fiting contact lenses apply to delefilcon A
contact lenses. Fora detailed description of the fitting techniques,
refer to the DAILIES TOTAL1" and DAILIES TOTALT Multifocal
Contact Lenses (delefilcon A) Professional Fitting and Information
Guide. Both the professional fitting guide and a patient instruction
booklet are available free of charge from:

Alcon Laboratories, Inc.

6201 South Freeway

Fort Worth, TX, USA 76134-2099

1-800-241-5999

LENS WEAR & REPLACEMENT SCHEDULES

DAILY WEAR (less than 24 hours, while awake):

- Toavoid tendency of the daily wear patient to overwear the
lenses inifially, stress the importance of adhering to a proper,
initial wearing schedule. Normal daily wear of lenses assumes
@ minimum of & hours of non lens wear per 24 hour period.

= |t may be advisable for patients who have never wom contact
lenses previously to be given a wearing schedule that gradually
increases wearing fime overa few days. This allows more
gradual adaptation of the ocular tissues to contact lens wear.

= The maximum daily wearing fime should be determined
by the eye care professional based upon the patient's
physiological eye condition because individual
responses to contact lenses vary. There may be a
tendency for patients to overwear the lenses initially.
The eye care professional should stress the importance
of adhering fo the initial maximum wearing schedule.
Studies have not been conducted to show that delefilcon
A contact lenses are safe to wear during sleep,
therefore patients should be advised to remove their
lenses while sleeping. Normal daily wear of
lenses assumes a minimum of 6 hours of nonHens
wear per 24 hour pericd. Optimum individual wearing
schedule will vary.

- Delefilcon A contact lenses are intended to be wom once (daily
disposable wear) and then discarded at the end of each wearing
period. The patient should be instructed to start the next
wearing period with a fresh new lens.

EMERGENCY LENS CARE

Cleaning and disinfection of daily disposable lenses is not
recommended. The patient should be reminded to have
replacement lenses or back-up spectacles available at all times.

CARE FOR A STICKING LENS

If the lens sticks (stops moving) or begins to dry on the eye, instruct
the patient to apply several drops of a recommended lubricating
solution (used in accordance with package labeling). The patient
should wait until the lens begins to move freely on the eye before
attempting fo remove it. tis important that the patient wash and
dry their hands thoroughly before removing the lens. If the lens
continues to stick, the patient should IMMEDIATELY consult the eye
care professional.

IN OFFICE USE OF TRIAL LENSES

Eye care professionals should educate contact lens fechnicians
conceming proper use of trial lenses.

Each contact lens is shipped sterile in a blister pack containing
phosphate buffered saline solution. Hands should be thoroughly
washed and rinsed and dried with a lint-free towel prior fo handling
alens. In order to ensure sterility, the blister pack should not be
opened until immediately prior to use. For itting and diagnostic
purposes lenses should be disposed of after a single use and not
be re-used from patient fo patient.

EMERGENCIES
The patient should be informed that if chemicals of any kind
(household products, gardening solutions, laboratory chemicals,
elc ) are splashed info the eyes, the patient should:
Flush eyes immediately with tap water or fresh saline
solution and immediately contact the eye care professional
or visit a hospital emergency room without delay.

HOW SUPPLIED

Each lens is packaged in a foil-sealed piastic container containing
phosphate buffered saline solution with approximately 0.3% of
polymeric wetfing agents consisting of copolymers of
polyamidoamine and poly(acrylamide-acrylic) acid and is steam
sterilized smerag [] . The package is marked with the base curve,
diameter, dioptric power and ADD power (multifocal lenses),
manufacturing ot number and expiration date.

The following may appear on the labels or cartons:
Symbols/Signs/| Description

Use by date (Expiry date)
Batch code

Do not reuse

Donet use if blister package is damaged
Exampie of two letter language code (English)
Diameter

BC Base curve

Power

Diopter (lens power)

Aidiion power
European conformity sign

Caution

See product instructions

Authorized Representaiive European Community
Manufacturer

Packaging waste ficense sign

* a frademark of Novartis
© 2016 Novartis

Manufacturer:

Alcon Laboratories, Inc.

6201 South Freeway

Fort Worth, TX, USA 76134-20%9
www.alcon.com
1-800-241-5999

March 2016 W900038292-0316

1 Check for actual product availability as additional parameters may be
introduced over time:

2 Schein, 0D, Giynn RJ, Poggio EC, Seddon JM, Kenyon KR The Redative Risk
of Ulcerafive Keratitis Among Users of Daily Wear and Extended Wear Soft
Contact lenses. N EngJ Med. 1989; 32321 (12):773-783

Alcon
& Neartls sonpaiy
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Alc:on

Package Insert for: AIR OPTIX® AQUA, AIR OPTIX® plus HydraGlyde®, AIR OPTIX® for Astigmatism,
AIR OPTIX® plus HydraGlyde® for Astigmatism, AIR OPTIX® AQUA Multifocal, AIR OPTIX® plus
HydraGlyde® Multifocal, 0,0PTIX® (lotrafilcon B) Soft Contact Lenses

Wo00148888

IMPORTANT: This
care professional, but

is effective as of December 2018 and
mjldbenwjemriaﬁe to patients upon requ

icable to the lotrafilcon B contact lenses described below. Pleasereadmmarmdueepulsmmmml mremeThlspackaqelmhsmtendedfmﬂ:em
The muﬁmmdshoﬁdmﬁhmﬁmtmﬁmmmnﬂemudmmﬂmﬁwﬂnm pati

ent's prescribed lenses. Copies of this package insert are

available without charge from Alcon by calling CustomefSemceatﬂDﬂ-ZHM or download from our website at www.alcon.com. Alcon also makes available a Patient Instruction Booklet, which is recommended to be given to patients.

CAUTION: Federal law (United States) restricts this device to sale by or on the
order of a licensed eye care professional.

PRODUCT DESCRIPTION
AR OPTIX® AQUA, AR mumw mmm-rmamgmm
AR OPTIX® plus m: R OPTIX® AQUA Multifocal
AR OPTIX® pius Multifocal and O.OPTIX= (oirafiicon B) soft contact
lenses are made of alens material that is approximately 33% water and 67%
fofraficon B, a fluoro-sdicone containing hrydrogel which is surface treated. Lenses
contain the color addiive copper phthalocyanine, a light biue handing tint, o make
ihem easier to see when handling.
= Lens Properties:
o Refractive Index %

o Light Transmittance: = 9§ @ﬁlﬂ nm,-1.000)
o Orygen Permeabiity (Dky 1107 10 (cviisec) (mi O,/ x mm Hg),

measured at 35 °C (infrinsic Dk-Coulomelric mefhod)

o Water Content: 3% by weight in normal saline

= Lens Parameters
o Diameter Range: 13.0 fo 15.0 mm
o Power Range: -20.00 to +20.000
o Base Curve Range: 8.0 to 9.2 mm

= Lens Parameters Available’

o Chord Diameter: 2 mm
o Center Thickness: 0.08 mm @ -3000 (vanes with power)
o Base Curve: 8.6 mm
o Powers:
= Minus Powers--0.25 to -3.00D (025D steps); -8.500 to -10.00D
(0,500

= Plus Powers: +0.25 to +6.000 (0250 sieps)

AIR OPTIX® plus Hymﬂyde'mnlaﬁ lenses (spherical):
o Chord Diameter: 14.2 mi
o wmmnm::m@mn{mmmn
o Base Curve: 8.6 mm
o Powers:
= Minus Powers:-0.25 to-8.000 in 0250 steps; -8.50 to-12.00D in

0.500 steps
= Plus Powers: +0.25 to +6.00D (025D steps); +6.50 to-+6.000
{0,500 steps)

AIR OPTIX® for Astigmatism? and AIR OPTIX® plus HydraGlyde® for
Astigmatism contact lenses (forick
g OaterTmm1?J?m -3.00D (varies with T
o mm powe
o Base Curve: 8.7 mm e
o Powers:
= Minus Powers: 0.000) to -6.000 (025D steps); 6.50 to
-10.000 {0.50[?@3&%
= Plus Powers: +0.25 to +6.00D (0250 steps)
= (Cylinder: 0.750,-1.25D, -1.750, 2250
= Ayis: Full cirde, 10° steps

AIR OPTIX® AQUA Multifocal and AIR OPTIX® plus HydraGlyde® Multifocal
coniact lenses:
o Chord Diameter: 14.2 mm
o Center Thickness: 0.08 mm @ -3.000 {varies with power)
o Base Curve: 8.6 mm
o Powers:
= Minus Powers: plano (0.000) to -10.000 {0250 steps)
= Plus Powers: +0.25 fo +6.00D (025D steps)
= Add Powers: LO, MED, HIADD

Whenh the comea, ALCOM lotrafiicon B soft contact lenses adt

and placed on X
cting medium to focus Bght rays on the refina.
INDICATIONS (Uses)
AIR OPTIX AQUA®, AIR OPTIX® plus HydraGlyde®, and 0.0PTIX® (lofraficon B}
spherical snﬂmmadlensesmndmtedformcd mned]'c‘:'lmulrefr_:mve
a ia mgm ic or persons with non-dissased
rne% approximately 1. S%Jdmmsﬁ}]ufasugmahsm that does not
ntelfere'mm visual acuity.

AIR OPTIX® for Astigmatism and AIR OPTIX® plus HydraGlyde® for thmausm
(lotrafilcon B) toric soft contact lenses are indicated for the optical comection of
refractive ametropia (myopia and hyperopia) in phakic or aphakic persons with
non-diszased eyes wifh up o 6.00 diopters (D) of astigmatism.

AIR OPTIX® AQUA Multifocal and AIR OPTIX® plus HydraGlyde® Multifocal
(lofrafilcon B)soft contact lenses are indicated for the optical cormection of
preshyopia, with or wihout refractive amefropia (myopia and hyperopia)in phakic or
aphakic persons with non-diseased eyes who may require a reading addition of
+300 diopters (D) or less and who may have up to approximately 150 d opters (D)
of asfigmatism that does not interfere with visual acuity.

The lenses may be prescribed for daily wear or extended wear for up to 6 n|ghlsof
continuous wear with removal for disposal, or cleaning and disinfection (chemi

not heat) prior to reinsertion, as recommended by the eye care professional.

CONTRAINDICATIONS (Reasons Not to Use)
DO NOT use lotrafilcon B contact lenses when any of the following exists:
= |nfiammation or infection of the anierior chamber of he eye
= Any aciive disease, injury or abnomality affecting the comea, confunciiva, or
eyelids that mbeexaggqaiedwmnhalensmr
Microbial mfection of the
Immmm{ﬂmJMnteﬁMMCmmmmmr
uced comeal sensitivity)

Lsa Dfawmedmatlm Iha! is contraindicated or inferferes with contact lens wear,
nduding eye medications
= Anysystemic disease that may be exacerbated by or interferes with safe contact

lens wear, handling, andor care
= Aliergic reactions or ocular imitaion of the ocular suriaces or adnexa that may be
caused by or exagoerated by fhe wearing of contact lenses
Alizrgy to an ingredient in 2 solution which must be used to care for the contact

Patient history of recuming eye or eyelid infections, adverse efiects associated
with contact lens wear, intolerance or abnormal ocular response to contact lens
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wear
= |f eyes become red or imtated

WARNINGS
Advise pafients of the following wamings pertaining o confact kens wear.

Senious scamng of the comea, and loss of vision result from
muemmas%'bed with wearing contact allusngwl:'guym lens care
products. To reduce these nsks, emphasize io the patient the need for strict
compliance with e lens care regimen including hand washing, proper lens
disinfection, deaning of the lens case, wearing resirictions, wearing schedules,
andmﬂcm—up visit schedules.

= Eyeproblems, induding comeal uicers, can develop rapidy and lead io loss of
wision. Instruct patients at the dispensing visit and subsequent visits fo
immediately remove their lenses and promplly contact their eye care professional
1 they should experience eye discomfort, foreign body sensation, excessive
tearing, vision changes, redness of the eye or other problems with their eyes.

Non-compliance with the manufacturer’s kabeled lens care insfructions may put
the patient at significant risk of developing a serious eye infecBion.

Non-sterile bouids [i.e., tap water, dist#ed water, homemads saline sohufion, or
saliva) should NOT be used as a substiute h)rmywrrmmtmmehenswe
process. The use of tap and distiled water has been associated with
Acanthamoeba keratitis, a comeal infection that is resistant to treatment and

cure.

Smoking increases the risk of comeal ulcers for contact lens users, especially
when lenses are wom ovemight or while sleeping.

Therisk of microbial kerafits asanu.nseyemfm:mbeenstmmhbe
greater among users of wear lenses than among users of daily wear
lenses * The nsk mcreases with the number of consecutive days hat the lenses
are wom beftwesn removals, even with the first ovemight use.

PRECAUTIONS

To prevent damage to the eyes or to the contact lenses, the following
precautions should be taken:

Special Precautions for the Eye Care Professional:

Due to the small number of patients enrolled in the clinical invesfigation of lenses, all
parameters wenmmm

ional should consider

dmmdmelmamtmmmmzxaMMwmm

mwmm ceniral and peripheral thickness and oplic zone

gjllam of these factors on the ocula.l health should be

carefully weighed against the patient's n; therefore the

mnimlng ocular hesith of the paBient amenswmnnance cmm eyeshmlcl be

carefully evaluated on mndial dispensing and monitored on an ongoing basis by the

prescribing eye care professional.

Theﬂ)uumg paterﬁs may not be sutable candidates andior may experience a

higher rate of adverse effects associated with contact lens wear

- Pahﬁllsmmstoqufmnmmﬂmu contact lens care and
disinfection regimen, wearing restrictions, wearing schedule or follow-up
visit schedule.

= Patients who are unable or unwilling to understand or comply with any

directions, warnings, precaufions, or restrictions. Contributing factors may
ndudehslufenﬁmdmage,mﬁmﬁr,oﬂlermhl nrﬁ‘;siui
conditions, and adverse working or living conditions.

= Fluorescemn, a yellow dye, should not be used while the lenses are on the
mmmmmmmmsmmmm ‘Whenever
fluorescemn is used, the eyes should be flushed horoughy with sterile saline
sduhunhat;srecurrrnmdedfanneyeusepnortomsaﬁng lenses. Avoid
dispensing safine from an asrosol can directy into e eye.

= Befors leaving fhe eye care professional’s office, patients should be able to
prompty remaove their lenses or should have someone elee avaiable who can
remaove ther lenses for them.

= Eye care profiessionals shousd instruct the patient to remove the lenses
immediately if the eye becomes red or imitated.

= Routine eye examinations are necessary to help assure the confinued health of
the patient’s eyes. Eye care professionals should make amangements with the
pabent for appropriate follow-up visits.

= [iabefics may have reduced comeal sensifivity and thus are more prone to
comeal mjury and do not heal as quickly or completely as non-diabebcs.

= Visual changes or changes in lens tolerance may ocour during pregnancy or use
of oral confracepdives. Caution patients accordingly.

= Patients who wear contact lenses fo comect presbyopia may not achieve the best
comect visual acuity for either far or near vision. Vision requirements vary with
the indwvidual and should be considered when selecting the most appropriate
fype of lens for each patient

Eye Care Professionaks should carefully instruct patients about the following
care regimen and safety precautions:

Handling Precautions:

= Besure that before leaving the eye care professional’s ofice fe pafient is able
o remave lenses or have someone else avaiable in remove them.

= Good hygiene habits help promote safe and comfortable lens wear Always
‘wash and rinse hands before handling lenses.

= REMOVEA LENS IMMEDIATELY if an eye becomes red o imtated.

= Carefully follow the handiing, inserfion, removal, deaning, disinfecfing, storing
and wearing instructions in the Patient Instruction Booklet for the lotrafilcon B
s0ft contact lenses prescribed.

= Always handie lenses carsfully. If a lens is dropped small particles or fibers may

adhere to fhe lens surface which can imitate the eye. Lenses should be deaned
and disinfected prior fo inserfion or replaced with a sterde, fresh new lens.

= Never use tweszers or ofher sharp objects such as fingemails to remove lenses

from the lens container. Pour the lens onto the hand_

Lens Wearing Precautions:

= Patients should never exceed the prescribed wearng schedule, regardless of
?ec?rnfammemelensesfeel [Dioing 50 may increase the risk of adverse
The lens should move: mﬂnmddlhmﬁﬁela\sﬁ]dﬁséﬁgﬁ
maving) on the eye, follow the recommended directions in the CARE A
STICKING LENS secfion. If non-movement of the lens continues, the patient
shouid be instructed to consult their eye care professional |mmedlateht

= Theeye care professional should be consufted about weanng lenses during

l!age !!! l !!9

water sports and water related aciviies. Exposure fo water while wearing
contact lenses in acivities such as swimming, water sking, and hot tubs may
|nuem1m risk of ocular mfection, including but not limited io Acanthamoeba

rrnz{sm,u'n‘m lotion, soap,
cream, hairspray, ueodomt,mgprmudsmfmw pm'u:feswnen
contact with lensas.
= Never allow contact lenses io come inbo contact with non-sterie liquids
(including tap water and saliva) as microbial contamination can ocour, which may
l[t)agd'gm kanslesw&lmge s may spread which
re anyone as isms whi

mllcllewlimmusewhz;nﬁmmuamm -
= Environmental fumes, smoke, and vapors shoukd e avoided in order fo reduce
medmmdlmsmmmatﬁnmphmtrmhﬂwmea.

Lenses should be disposed of and replaced according fo the eye care
mﬁgfedm “%"Sm to prevent getting them mixed
. power for each eye m mixed up.
- Nmysteepasupmrnqmruﬂlensesm or have back-up speciades

- DorumulsesbewﬂIEemratmdata

Solution Precautions:
- Eyehil.gedmtuinm ion o infection
of contamination, review e ap)

memmmman{seemmmnEMMwmm}

= Onlyuse fresh, unexpired fens care soluions recommended for use with soft
contact lenses and follow directions in the product package inserts.

= [ialensis exposed to ar while off the eye it may become dry, britile, and
permanently damaged. Ifﬂnsdlmldmrmelemsmmdbedmueum
mplatnimﬂlanewmetomdwssquemm«mu mmmm;-s
keep e lenses completely immersed in the recommended storage solution
when lenses are not being wom.

= Donot use thermal (heat) disinfection and do not heat lens care products.

= Saliva or anything ofer than the recommended solution for lubricating or wetfing
lenses should not be used with the lenses.

Lens Case Precautions

= Contact lens cases can e a source of bacterial growth and require proper use,
cleaning and replacement at requiar intervals as recommended by the lens case
manufacturer or eye care profiessional.

Other Topics to Discuss with Patients

= Periodic eye examinations are extremely important for contact lens wearers.
Schedule and conduct appropriate follow-up examinations to defermine ocular

response. Alcon recommends that pahen!sseeﬁmreremmssnm a

least once each year or as recommended byﬂnejlem

Certain medications cause dryness of the eye, increased lens aw.

lens intolerance, blurred vision, or visional changes These include, butaremf

limited for anbhmzarmes, demnge&ianls. diuretics, muscle relmnis,

tranquiizers and those for mofion sickness. Caubmpaheuﬂsusmgrmﬁ:a.hans

accordingly and prescribe proper remedial measures.

= Visual changes or changes in lens tolerance may ocour durin nancy or use

of oral confracepiives. arlimpaﬁwtmrdir?gy e

Who Should Know That the Patient is Wearing Contact Lenses

= Patients should mform their heaith care professional that they are wearing
comiact lenses.

= Patient should inform their employers that fey are wearing contact lenses. Some
Jjobs may require the use of eye protection equipment or may require that contact
lenses not be wom.

It is strongly recommended that pafients be prowided with a copy of the

AIR OPTIX® AQUA, AIR OPTIX® plus HydraGlyde®, AIR OPTIX® for Astigmatism,
AIR OPTIX® plus HydraGlyde® for Astigmatism, AIR OPTIX® AQUA Multifocal and
AIR OPTIX® plus HydraGlyde®™ Multifocal soft contact lens Patient instruction

mBooHelM ble from Alcon and understand s contents prior to dispensing the

ADVERSE EFFECTS (Possible Problems)

Patients should be insiructed o check eyes regularly to make sure they look well,
fieel comfortable and vision 5 dear. Potenfially serious complications are usually
accompanied by one or more of the following signs and symptoms:

Moderate fo severe eye pain not relieved by removing the lens

Feling of somefhing n khe eye (foreign body sensation)

Emmewatenng or ofher eye secrefions induding mucopunilent discharge

the eyes
Semrtmtytohght:ﬂntcphm

Bumning, stnging, ur!mMarmpamassomtedmmeews
Comfirt is less compared to when the lens was first placed on eye
Poor visual acudy (reduced shamness of wision)
Blumed vision, ranbows or halos around objects
Fealing of dryness
Thmsyrm's, if ignored, may lead io more senous complications.

WHAT TO DO IF A PROBLEM OCCURS

shpm.shilmld uld be instructed that if any of the abowe Signs or symptoms oceur, he or
e :

= IMMEDIATELY REMOVELENSES.

= If the discomfort or probiem stops, then look closely at the lenses.

o i alens is in any way damaged, DO MNOT put i back on the eye. Replace with
anew lens and consult the eye care professional.

o I alens has dirt, an eyekash, or forsign body on it, or the problem stops and
fhe lens appears undamaged, thoroughly dean, rinse and disinfect the kens
before reinsertion.

= [f the above symptoms continue afier removal or upon remsertion of the lens,
remove the lens mmediatedy, then mhameyempr@md
The patient should be informed that a serious condition such as comeal ulcer
{uicerative keratitis), infection, comeal vasculanzation o intis may be present
These conditions may progress rapidly and may lead to permanent loss of vision.
LLess senous reactions such as abrasions, inflirates and bacterial conjunctivitis
must be managed and treated pmperlw awoid more senous complications.
Additionally contact lens wear may be associaled with ocular changes that
require consideration of disconfnuation or restriction of wear. These inciude, but
are not limited to, local or generalized comeal edema, epithelial microcysts,
epithelial stammg infilrates, nemasmlaﬂrabon endoihelial polymegethism,

ta'sa!papma'jrdmngas mruund:vai o iritis.
= Occasional dryness may be relieved by ngftlyseverﬂhm;nrwmeuse
of contact lens reweiting drops that are approved for use with soft contact

lenses. If dryness persists, consult your eye care professional.
f a lens sticks (siops moving), appty several drops of a contact lens rewetting
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solution and wait uniil the lens begins to move freely on the eye_ if this problem
persists, consult your eye care professional.
IfalensdetHMMH'ieere rtmajbepussmletorecentarrttrr

g Ewlung in fhe :ﬁ'ec:m nﬁllem a% ﬁaﬁ%ﬁﬂmﬁm 5

o Gently pushing the offi-centered lens onto e comea with fight finger
re on the edge of the upper or lower eyelid.
- lfa tears in your eye, remove fhe pieces carefully by pinching them as you
would for normal lens removal. If the lens pieces do not seem fo remove easily,
dum!pmdlmeeyetsme Rinse with saline. If this does not help, contact the
eye care professional for assistance.

EMERGENCIES

mmsmmmmmnmmmsmwmmmmmmm,

gardening solutions, laboratory chemicals, etc }msplashedmlnmeepes

= Flush eyes immediately with fresh saline solution or tap water.

= Remove and discard lenses and immediately contact Ihemwe
professional or visit a hospital emergency room without delay.

ADVERSE EFFECTS REPORTING

If a patient experiences any serious adwerse effiects associated with the use of
fotrafiicon B contac lenses, please notfy. Alcon Medical Safety, in the USAat
1-800-757-9780.

FITTING GUIDE AND PATIENT BOOKLET
Conventional mefhods of fifing contact lenses apply bo lolrafilcon B contact lenses.

AR OPTIX® plus HydraGlyde® Multifocal icon B) contact lens Professional
Fiting and Information Guide. Both the fiing guide and a Patient Insfrucfion Booklef
are available free of charge from:

Alcon Laboratories, Inc.

6201 South

Freeway
Fort Worth, TX 76134-2009 USA
or by calling Alcon Customer Sendce in the USA at 1-800-241-5899.

LENS WEAR AND REPLACEMENT SCHEDULES

The wearing and replacement schedule should be determined by an eye care

professional based on the patient’s individual needs and physiological conditions.

The eye care professional may recommend daily wear ondy or extended wear periods

up i & mights. Not everyone can reach fe maxmum wear time of 6 confinuous

nighs.

Daiy‘mu{kmlmzd hours, while awake)
Tuamuenuenwofﬂedaiymmﬁem!nmmmelmmm slress

the importance of adhering to a proper, initial weanng schedule. Mormal daily wear

gmﬁﬁ%%MWMEMEMMMS%HMWm
= ltmay patients who have never wom con NSES DIEVIDUSIY
be given awearing schedule that gradually ncreases weanng fime over a few
days. This allows more gradual adaptation of the ocular tissues to contact lens
wear,

Extmdeﬁ Wear {grea!erma'l 24 hours, |ndudlng while aslkesp):

the patient’s eyes should have a rest period with no lens wear of ovemight or
longer, as recommended by fe eye care professional.
= [t is suggested that new contact lens wearers first be evaluated on a daily
wear schedule. If the patient is judged to be an acceptable extended wear
may determine an extended wear

pal
= See WARNINGS section for information about the relationship between wearng
schedule and comeal complications.

Lens Replacement

The i schedule is defermined by e eye care professional based on the

paﬁen indvidual needs and m‘rﬁ\s Lenses should be discarded
replacedmanew pa|read|rrmh or more often, i recommended by the eye

care professional

LEHSI-BAME_IHBIISTRUCHONS

= Alwa mshmdnnsetﬂndslmmgh and dry completely with a clean,
Imn?eiumbelnremm Lol
mmtumﬂmmmmgesdmwmmmwmimsmay
result in product contamination which can lead to a senous eye nfection.
- Shaleﬂehﬁshmtmmammgamnewlens:genﬂrpnorbopenmg
-wh?mwmm&mrﬁmﬁmm previously wom
lenses) by carefully pouring # onto the

= Ensure the lens is nght E fhat you have the comect lens for each eye.
hspa:helempmrtomserbm

Do not insert damaged or uncean lenses.

Lenshsemmhswmam
= Wash and rinse hands thoroughly and dry completely with a clean, lint-free towel.
- Plaoealemmmetpofywdemmddryngrﬂnrleﬂmdexﬁnger Place the
mddleﬁ'gewmemrmddase lower eyetashes and pull down the lower

- Useihefmgers of fhe other hand fo It the upper eyelid.
Eﬁa‘rzjemelensdrewy on the eye (comea) and gently rofl finger away from the

= Look down and slowly release the lower lid.
Look straight ahead and slowiy release fhe upper fid.
Blink gently.

Lﬂ'ﬁRﬂmﬂMs chions
= Wash and rinse: hands thoroughly, and dry completely with a clean, lint-free

fowel.

= Blink fully several fimes.

mﬂe%omng up, use the tip of the finger to shde the lens down onto the white
of the

- Remove the lens by pinching gently between thumb and forefinges. Donot prch

the eye tissue.

f the lens is dificult to remove, sl a lubnicating and rewetiing drop and try

in afier several minutes.
- use tweezers, suction cups, sharp objects or finger nails io remove lenses

from the lens container or your eyes.

WATER ACTIVITIES
Do not expose contact lenses to water whie wearing them.
Waming:
Water can harbor mi that can lead to sewere infection, vision loss or

blindness. If lenses have been submersed in water when showering or
swimming, discard them and replace with a new pair. Ask the eye care
professional for recommendations about wearing lenses during any ackvity
Invoiving waler.

LENS CARE DIRECTIONS

Patients must adhere fo 2 recommendead lens care regimen. Lenses must be

MHMMdummmehMMMﬂem
mrdlnglnﬂ'lemtmdlonsmﬂiemﬁagen pmmdedwﬂlﬂelmsm
products rec d by the eye care professional. Faiure to follow the complete
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regimen in accordance with the manufacturer’s instructions in the package inserts
may contribute to problems tseeﬂ'ie ADVERSE EFFECTS section) andlor result in the
dwelopmentu(semusouﬂal complications and discussed in the WARNINGS

Disposable Wear:

= Nolens care is indicated, as lenses are discarded upon removal from the eye.

= Lenses should only be deaned, rnsed and disinfected on an emergency basis
when repiacement lenses are not available.

Renlﬂ:enmt“bar
= WWhen removed between riods lenses must be deaned and
disinfected prior to rein: n or be rded and replaced with a fresh lens.

Basic Instructions for Lens Cleaning and Disinfection:

'When lenses are dispensed, the eye care professional should recommend an
appropriate system of lens care and provide the patient with mstructions according
ip the package tabeling.

Theeremprulessmal should review the following instructions with the patient:
Eachtime lenses are removed from the eye they must be properly dleaned,
nnsed and disinfected before reyse. I removed while the patient is away from
mus,melemesmymnelemm‘ted ut should besuxedunil
meruan be cleaned, rinsed and disinfected.
[}emngisneoesswtoremmmums fim and contammation from the lens:
surface. Rinsing removes all races of the cieaner and loosened debris.
Disinfecting & necessary to destroy remaming microorganisms.
- Lermm:fﬂheddeamm l&nnaﬁl dlslrlfeﬁedm andsuednm? mﬂaﬁem with the
pac:tage i & lens care products recomme: 2 eye care
ng pmd lens care products ind b‘l ﬂ'nemstem
presentec[ helm' iHFORTMT I-Ml'ogen Permade disinfiecing solutions, such as
CLEAR CARE®™ PLUS Cleaning & Disinfecting Solution, are not multi-purpose
solutions. For hydrogen peroxide disnfecting salufions follow fe manufacturer's
mstructions.
= Spaking and Storing Your Lenses:
o Use only fresh contact lens care solufion each fime you soak (store) your
lenses.

Warning:
= Donot reuse or Top of™ old solution left in your lens case since solution
reuse reduces effecive lens disinfection and could lead fo severe infection,
vision loss or biindness. To “top-off™ means to add fresh solufion to solufion
that has been sitting in your lens case.
= Rub and Rinse Time:

o Some lens care products require a neb and rinse step. If so, foiow the lens
care manufacturer's instructions for solution quantity and mb and rinse time
fo reduce the risk of serious eye infections.

o The amount of ime you can store lenses before deaning, rinsing, and
disnfection steps need io be repeated will vary depending on the lens care
product used.

= Rub and rinse lenses for the recommended amount of time to help prevent
sefious eye infections.

= Never use wates, saline sofufion, or rewetiing drops fo disinfect your lenses.
These solufions will not disinfect your lenses. Not using the recommended
disnfecting solufion can lead to severe infection, wision loss or bindness.

= Discard Daie for Lens Cleaning and Disinfecfing Solutions
o After opening, discard any remaining solufion after the peniod recommended
by the lens care manufacturer. [f using fhe lens care products Ested below,
discard remaining solufion as follows:
C.I'.E»!RM' PLUS Cleaning & Disinfecting Solution - 3 months affer

m-wmmmnwmsmm & months
after opening.

Warning:
= Using your lens care solufion beyond the discard date could result in
ummm of the solufion and can lead fo severe infection, vision loss or
i .

The above instructions are typical for a lens deaning product however you must
Mﬁmﬂﬂnmnmsmrmespecmcmwen%
mm;dmmdtndmt}mmddmm.wmas
MM‘HUSCMGM&MS&M«M'M
Multipurpose Disinfecting Solution.
= Use of an enzymafic ceaner i optional and may be recommended by the eye
ge ﬂﬂ“mmﬂg deaner such as OPTICLEAN® || Cially
= lens an abrasive such a5
M%Mmdmr%emmm

= Heat disnfection has not been tested and is not recommendad.

Basic Instructions for the Lens Case
Contact lens care soiutions and contact lens cases vary and have difierent purposes
and insiructions for use. Sorrecasesm ntendecl e:nduwary for storing contact
(somefimes refemed to as case), while others
specially designed fo contain aneutrﬂzmg :iscﬁ:r hmmgen perowide
deamngmd:imntedmg systems. i not being wom on a daily disposable basis,
lenses fat have been cleaned and disnfected can be stored in the unopened case
for a period of time that vanes depending on the contact lens solufion and lens case
used. Nwaysfdmmemsuuﬂms provided by the manufacturer for the lens care

. meeyemum should instruct the patient on how to use the
recommended lens care solufion(s) and lens case.
= Contact lens cases can be a source of bacterial growth and require proper
deaning, drying and replacement fo avoid contamination or damage fo lenses:
o Clean contact lens cases with an appropriate contact lens solufion and dry
m‘drﬁmmﬁnﬁsmmﬂm muqﬂm%mgmasmwng or
wiping Be on the lens case
o Replace contact lens % mg}manths or as recommended
by the lens case
o Replace specially designed Iuﬁmsesmﬂnmgamutm:isc
according fo manufacturer directions, or sooner i deaned and dismfected
lenses cause buming and stinging.

Warning
- Donmmewurlermmnmerourlenscasemmmtemmy
non-sterie solution. Only use fresh disinfiecting solufion in order o avoid
contamination of your lenses or lens case. Use of non-sterle solution can
lead to severe mfiection, vision loss or bindness.

= Tohelp avoid serious eye injury from contamination, the eye care
professional should review the following instructions with the patient:

o Always wash, rinse and dry hands before handling the lenses.

o Usgt;n:lir fresh mifn solutions reonmrnendeu for use wwm [hydmpmhcl
oontact lenses. opened, sterile non-preserved
dlswdedmmehnespeuﬁednmelaheldm

o Donot use saliva, tap water, homemade saline solution, distilied wates, or
m%mgumermmamconmendedstenlewuBmmmmdmemd

o Do not reuse solutions.

o Use only fresh solufions for each lens care step. Never add fresh solubion to
old solution in the lens case.

o Follow the manufacturer's instructions for care of the lens case.

l!age !!! l !!9

o Replace the lens case al requiar intervals o help prevent case contamination

microorganssms that can cause eye infection.

o Neveruse a hard (rigid) lens solution unless it is also indicated for use with
soft contact lenses. Comeal injury may result if hard (rigid) lens solutions not
indicated for use with sof lenses are Used in the soft lens care regimen.

o Always keep the lenses completely immersed in the recommended storage
solution when fhe lenses are nof being wom to avoid lens dehydration.

o mmmmte:lmmmeﬂng do not altemate, change, or mix

lens care systems or solufions for any one pair of lenses. If n doubt 35 fo
solution suikability, consult e eye care professional.

CARE FOR A STICKING LENS

If the lens sticks (stops mowing) or begins fo dry on the eye, instruct the patient to
apply several drops of a recommended lubricating solution (used in accordance with
package labeling). The patient should wait undil the lens begins to move freely on the
eye before atternpting to remove it If the lens continues to stick, the patient shoukd
IMMEDIATELY consult the eye care professional.

IN OFFICE USE OF TRIAL LENSES

Eye care professionals should educate contact lens technicians conceming proper
use of inal lenses.

Each contact lens is shipped stenle m a blister pack contaning phosphate buffered
saline solution with or without additives. Hands should be thoroughly washed, rinsed
and dried with a I|n!-1‘ree fowel prior to handiing a lens. In order to ensure sterility, the
blister pack should not be opened untl immediately prior to use. Forfiting and
diagnosfic purposes, the lenses should be disposed of afier a single use and not be
re-used from patient to patient.

DISPOSAL AND RECYCLING

Dispose of contact lenses and the biister pack lidding in the waste bin, nof down the
sink or toilet. The carton packaging and ihe polypropylene (PF) plastic shell of the
blister pack should be placed in the waste bin or recycled according fo bocal waste
management guidance.

HOW SUPPLIED

Eachlens is provided in a foil-sealed plastic contamer containing buffered safine
suluhnn and is steam sterilized The packaging saline may contain additives, as

Tolows:

- gll tPBS]Il:lr.ﬂu.'vllgl'lautlsm'l and O0PTIX® contact lenses: Phosphate Bufiered
ng

= AR OPTIX* AQUA and AIR OPTIX™ AQUA Multifocal contact lenses: PBS with

Astigmatis lenses:
PB3 with 0.2% mmn«mmmmmw (VPIDMAERA)
aﬂd 0.04% mwmmwmmmene ng agents
ﬂgc is marked with the base curve, diameter, dioptnc powes, cylinder
aﬂd ans ['n 2 applmb&e} ADD power (where apphwsle] muﬁaﬁunng ot
number,

The package labefing may also contain a product code, asfalws

LFB1 1l{sphencai Int'aﬁlmn B in phosphate buffered saline (PB

LFB110c [spherical lotrafilcon Bin FBS+EMB45 leo. VFHJHAEIM]]
LFB110e herica] lokraficon Bin PBS + (e

HydraGiyde,
LFB110T (toric lotraficon B in PBS);
LFB110MF [multifocal lofraficon B in PES + Copolymer (e.g., VRIDMAEMAR,

LFB110Te [toric lofraficon Bin F‘ES+CDpdj|ner (eq., '-I'PI[!H.HEHAJ HydraGlyde];
LFEl11|]hHi[n‘llhf0:aJ lotraficon B in PBS + Copofymer (2.9, VPDMAEMA) +

Lenses are supplied in cartons contaming up fo 12 individually sealed contact

The following may appear on e abels or cartons:

s rT
aw"::"m Definition
P R s ey
[ ] [ty
Usebycain
_Eﬁi_l'a;ﬁmu
] [Bechoose
[ 4 [T fter ot for e tngaage (Exnpie shown: Engish)
&5 | Donat use  bister package is damaged
CE Eumpean confority mark
[7H] | consutinstructions for use
A |casm
] ' e Exropean Communty
Manufachurr
D of mandfactre
2 Packaging waste icense sign
Pl | Medial dece
DA | Dameter
BC Basz one
PR | Fower
o inder
0 Diopter {Jens poser)
P00 | Addition powsr
MAX ADD | Maxsmum efecive addfion power
0 [iow
NED | Medum
Hi
[ )
R |mge
VPIOMAEMA |
Inc. Date of preparation: December 2018

Alcon
6201 South Freeway
Fort Worth, TX 76134-2009 USA

U.5. Pat: www.alconpatents.com

Wo00148888-1218

*“Check for actual product availability, which may change over ime.
Manufacture of (:OPTIN® lenses discontinued 2014
ﬂ?gedsuhelaheted as 0:0PTIX® for Asbgmatism

r GR, Chalmers RL, Roseman M. The Clinical Presentaion, Prevalence, and
HlstFaﬁudexdmmalllﬂmm in Soft Contact Lens Wearers. The CLAO
Jowmal. Jan 1996, 22 (1) 30-37.
*Schein 0D, GynrrRJ ch:;a EC,Seddun JM, Kenym KR. The Relafive Risk of

Uoeraie Keratts Amon Users of Daly Wear and Exended-Wear St Cortat
Lenses. N Eng J Med 1989; 321{12}? 83.
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APPENDIX D: BINOCULAR OVER REFRACTION

Binocular Over-refraction Technique

1. Place trial frame on subject
2. Add +1.00 D sphere to OS

3. Add+0.50DS OD and check VA

- if VA remained unchanged or improved, repeat step 3
- if VA decreased, add minus until best VA first achieved *note: add minus for 0.5

seconds to avoid reflex accommodation.
4. Record VA
5. Change +1.00 D sphere to OD

6. Repeat steps 3 and 4
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APPENDIX E: PRESBYOPIC SYMPTOMS QUESTIONNAIRE

Presbyopic Symptoms Questionnaire

1. Do you notice that you often have to hold things farther away so that you can read
them?

2. Do you notice that you often have difficulty focusing on near objects (i.e.,
experiencing blurry vision when looking at things close-up)?

3. Do you often have headaches or eyestrain, or feel fatigued, when reading or
conducting other near activities?

4. Do you often have difficulty reading small or fine prints, such as phone books,
medicine bottles or package labels, etc.?

5. Do you often have difficulty reading under dim or low light?

JJVC Confidential
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APPENDIX F: OCULAR DOMINANCE

OCULAR DOMNANCE TEST

+1.00 D LENS TEST

Step 1 Place the subjects best sphero-cylindrical distance refraction in a trial
frame.

Step 2 Have the subject view a BVA line of letters.

Step3 With both eyes open alternate a +1.00 D trial lens between the right
and left eye and ask the subject to indicate over which eye does the
lens cause the line of letters to appear more blurred. The eye that the
greatest blur is reported is the distance dominant eye. If the subject
indicates that the amount of blur is about the same between the two
eyes then record as neither eye dominant.

SIGHTING OCULAR DOMINANCE

Step 1 Ask the subject to extend both arms out and use his/her hands to form
a triangle. The subject will be asked to keep both eyes open and look
through the triangle at a small object on the wall (e.g., a light switch or
doorknob).

Step 2 Occlude the subject's left eye, then right eye. While alternating the
occluder from the subject's eyes, ask the subject when they see the
object.

If the subject sees the object when the left eye is covered, the
subject is right eye dominant.

If the subject sees the object when the right eye 1s covered, the
subject is /eft eye dominant.

If the subject sees the object with both eyes, the opening between the hands may be
too large. Therefore, ask the subject to make a smaller opening and repeat the
procedure.
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APPENDIX G: ALCON DAILIES TOTAL 1 MULTIFOCAL CONTACT LENS
FITTING GUIDE
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Professional
Fitting and
Information

Guide

DAILIES TOTAL1*

and
DAILIES TOTAL1* Multifocal
(delefilcon A) Soft Contact Lenses
For Single-Use, Daily Disposable Wear

Water Gradient One-Day Contact Lenses

R xm

CAUTION: Federal law (United States)
restricts this device to sale by or on the

‘lcon

a Novartls company

order of a licensed eye care professional.
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Introduction

Thank you for prescribing DAILIES TOTAL1* and DAILIES TOTAL1* Multifocal
(delefilcon A) daily disposable soft contact lenses. The benefits of a high oxygen
transmissible and wettable lens material with a state of the art manufacturing
process are combined to make DAILIES TOTAL1* and DAILIES TOTAL1*
Multifocal (delefilcon A) lenses. This guide contains important information regarding
fitting procedures and aftercare of the DAILIES TOTAL1* and DAILIES TOTAL1*
Multifocal (delefilcon A) contact lens patient.

Daily Disposability:

By eliminating the need for lens care, daily disposable lenses offer your patients a
major advancement in wearing convenience. The next time you prescribe lenses
consider the health and comfort benefits of beginning each wearing period with a
new pair of fresh, sterile lenses that are worn once and then discarded.

LightStream* Lens Technology:

DAILIES TOTAL1* and DAILIES TOTAL1* Multifocal (delefilcon A) contact lenses
are made from a proprietary silicone hydrogel material with a water content of
approximately 33% water. The use of process automation, precision glass and
quartz molds and photolithographic edge forming help ensure every lens has the
same crisp optics, smooth surface finish and consistent edge quality from lens to
lens. Delefilcon A contact lenses are produced under strictly controlled process
conditions and inspected to exacting quality tolerances. As a result, you can be
confident your patients will experience consistent vision, comfort, and ease of
handling every day.

PRODUCT DESCRIPTION
DAILIES TOTAL1* and DAILIES TOTAL1* Multifocal soft contact lenses are made
a silicone containing hydrogel that is approximately 33% water and 67% delefilcon
A polymer with added phosphatidylcholine. The core lens material containing 33%
water transitions through a water gradient to a hydrogel surface layer that exceeds
80% water. This structure enables a silicone hydrogel lens with a water gradient
that has:

* Over 80% water at the surface of the lens to mimic the water content of

the cornea.

e High level of oxygen transmissibility through the lens.

* Excellent overall comfort.
The lenses contain and release phosphatidylcholine (DMPC), a phospholipid
found naturally in the tears. In addition, lenses contain the color additive copper
phthalocyanine, a light blue tint which makes them easier to see when handling.
The lenses are packaged in strips of 5 individual blisters containing buffered saline
with approximately 0.3% of polymeric wetting agents consisting of copolymers of
polyamidoamine and poly(acrylamide-acrylic acid).
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Lens Properties

. Refractive Index (hydrated):

. Light Transmittance:
. Oxygen Permeability (Dk):

. Water Content
. Surface Water Content

Available Lens Parameters’

DAILIES TOTAL1* (delefilcon A)
. Chord Diameter Available:
. Center Thickness:

. Base Curve:

o Powers Available:

1.42

> 93% (@610 nm, -1.00D)

140 x 10 " (cm?/sec)

(ml O, /ml x mm Hg), measured at 35°C,
(intrinsic Dk - Coulometric method)
33% by weight in normal saline

> 80%

Spherical contact lenses

14.1 mm

0.09 mm @ -3.00D (varies with power)
8.5 mm

-0.50 to -6.00D (0.25D steps); -6.50 to

-12.00D (0.50D steps)
+0.50 to +6.00D (0.25D steps)

DAILIES TOTAL1* Multifocal (delefilcon A)

. Chord Diameter: 14.1 mm

. Center Thickness: 0.09 mm @ -3.00D (varies with power)
. Base Curve: 8.5 mm

o Powers:

-0.25 to -10.00D (0.25D steps); plano to
+6.00D (0.25D steps)
ADD: LO, MED, HI

'"Check for actual product availability as additional parameters may be introduced
over time.

Actions
When hydrated and placed on the cornea delefilcon A soft contact lenses act as a
refracting medium to focus light rays on the retina.

INDICATIONS (USES)

DAILIES TOTAL1* (delefilcon A) spherical soft contact lenses are indicated for
the optical correction of refractive ametropia (myopia and hyperopia) in phakic or
aphakic persons with non-diseased eyes with up to approximately 1.50 diopters
(D) of astigmatism that does not interfere with visual acuity.

DAILIES TOTAL1* Multifocal (delefilcon A) soft contact lenses are indicated
for the optical correction of refractive ametropia (myopia and hyperopia) and/or
presbyopia in phakic or aphakic persons with non-diseased eyes who may require
a reading addition of +3.00 (D) or less and who may have up to approximately 1.50
diopters (D) of astigmatism that does not interfere with visual acuity.

The lenses are to be prescribed for single use, daily disposable wear. The lenses
are not intended to be cleaned or disinfected and should be discarded after a
single use.
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See WARNINGS for information about the relationship between wearing
schedule and corneal complications.

CONTRAINDICATIONS, WARNINGS, PRECAUTIONS AND ADVERSE
EFFECTS

For additional important prescribing and safety information, refer to the Package
Insert that is printed in the back of this guide.

ADVERSE EFFECT REPORTING

If a patient experiences any serious adverse effects associated with the use of
DAILIES TOTAL1* or DAILIES TOTAL1* Multifocal (delefilcon A) contact lenses, in
the USA please contact Alcon Medical Safety at 1-800-757-9780.

FITTING GUIDELINES
Please see the appropriate sections of this booklet that contain guidelines for
spherical, multifocal and monovision fitting techniques.
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FITTING GUIDELINES (Spherical Lenses)

1.

Patient Selection

The patient characteristics necessary to achieve success with DAILIES
TOTAL1* (delefilcon A) spherical lenses are similar to those for other
spherical soft contact lenses. A thorough pre-fitting examination should
be conducted to ensure the patient is a suitable candidate for soft contact
lens wear.

The following procedures should be followed when fitting DAILIES
TOTAL1* (delefilcon A) spherical lenses. For additional tips on fitting the
monovision patient refer to the section Monovision Fitting Guidelines.

Pre-fitting Examination
A pre-fitting examination is necessary to:
e assess the patient’'s motivation, physical state and willingness to
comply with instructions regarding hygiene and wear schedule
e make ocular measurements for initial contact lens parameter
selection
* collectbaseline clinical information to which post-fitting examination
results can be compared
A pre-fitting examination should include:
¢ athorough case history
e aspherocylindrical refraction
e keratometry
* tear film assessment
e  biomicroscopy

Trial Lens Evaluation

A. Lens Base Curve Selection

A well-fitted lens provides good movement, centration and comfort. An

optimal fit can be achieved for the vast majority of patients with the single

8.5 mm base curve.

B. Initial Lens Power Selection

The initial power selection should be as close as possible to the patient’s

prescription after taking into account spherical equivalent and vertex

calculations, if necessary.

Spherical Equivalent Calculation

To determine initial lens power, convert the spherocylindrical spectacle

Rx to its spherical equivalent as follows:

Spherical Equivalent = Sphere power + 1/2 (Cylinder Power)

Example: Spectacle Rx: -4.50D -1.00 x 180
Spherical equivalent: -4.50D + (-0.50D) = -5.00D

Vertex Distance Conversion

If the spherical equivalent is greater than + 4.00D, a vertex distance
correction is necessary (see Vertex Distance Conversion Chart) to
determine the lens power required at the corneal plane.

Example: Spectacle Rx: -4.50D -1.00 x 180
Spherical equivalent: -4.50D + (-0.50D) = -5.00D
Vertex compensation: -4.75 (initial lens power)
8

Page 127 of 259

JJVC Confidential



CR-6344, v1.0

C. Lens Fit Assessment

Allow the lenses to settle on the eyes for approximately 10 minutes. This
allows time for the patient to adapt to the lenses and time for the lens to
equilibrate.

Evaluate the fit and movement of the lenses on the eye in primary and up
gaze positions. The Push-up Test, as described below, is an additional
test of the lens evaluation. The following guidelines will be helpful in fit
evaluation:

Characteristics of a Well-fitted Lens

A well-fitted DAILIES TOTAL1* (delefiicon A) spherical contact lens
satisfies the following criteria:

1.
2.

3.

4.

Good centration and full corneal coverage in all fields of gaze.
Sufficient lens movement to allow tear exchange under the
lens during a blink in primary or upward gaze.

Satisfactory Push-up Test

» This test is a reliable indicator of a good fit. With the patient
looking straight ahead, place your index finger on the
patient’s lower lid and nudge the edge of the lens upward
while observing lens movement. Then pull the lid back
down and observe the return of the lens.

* A well fitted lens will move freely upward, stopping shortly
after passing the limbus and then return freely to its original
position.

Good comfort and stable visual response (with over
refraction).

Characteristics of a Tight (Steep) Lens Fit
A tight or steep lens fit would display some or all of the following
characteristics:

1.

2.

3.
4.
5.

Insufficient or no lens movement during a blink in primary or

upward gaze.

Unsatisfactory Push-up Test

e A tight fitting lens will resist movement. If successfully

nudged upward, the lens may remain decentered or return
slowly to its original position.

Good centration.

Good comfort.

Fluctuating vision between blinks.

Characteristics of a Loose (Flat) Lens Fit
Aloose lens fit would display some or all of the following characteristics:

1.
2.

3.
4.

5.

6.

Reduced comfort, usually accompanied by lower lid sensation.
Poor centration with limbal exposure on exaggerated eye
movement.
Lens edge standoff.
Excessive lens movement during the blink in primary or upward
gaze.
Unsatisfactory Push-up Test

* A loose fitting lens will move easily but may remain

decentered or slip under the upper lid.

Vision may be blurred after the blink.

An inverted lens may mimic the characteristics of a loose lens. If any of

9
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the above signs occur remove the lens and check to make sure it is not
inverted.
General Fitting Tips

. Trial fitting of the individual eye is recommended.

*  Awell fitting lens will show movement of 0.1 to 0.5 mm.
D. Final Lens Power Determination
After the characteristics of a well fitted lens have been satisfied, conduct
a spherical over-refraction to determine the proper lens power to be

dispensed.
Example: Diagnostic lens: -4.50
Over-refraction: -0.25
Final lens power: -4.75
10
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FITTING GUIDELINES (Multifocal)

The DAILIES TOTAL1* Multifocal (delefilcon A) soft contact lens is a progressive
aspheric simultaneous vision soft contact lens, intended to correct presbyopia
with or without additional ammetropia, available in three ADD powers; low (LO),
medium (MED) and high (HI). For each lens the near and intermediate powers are
concentrated primarily in the central portion of the optical zone while the distance
power is contained in the surrounding portion. The continuous changes in power
across the surface of the lens allow patients requiring a reading addition of up to
+ 3.00D to see clearly at far, intermediate, and near distances.

Achieving high success with DAILIES TOTAL1* Multifocal (delefilcon A) contact
lenses is dependent on several factors, including the patient's motivation,
expectations and visual wearing environment, as well as your skill in optimizing
the lens powers to balance binocular performance at distance and near. The
information in this guide is designed to provide you with the tools to manage your
presbyopic patients through each stage of the process from the initial case history
to post-fitting follow-up.

1. Pre-fitting Examination
A pre-fitting examination is necessary to:
. determine whether a patient is a suitable candidate for
DAILIES TOTAL1* Multifocal (delefilcon A) contact lenses
. make ocular measurements and assessments for initial contact
lens parameter selection
. collect baseline clinical information to which post-fitting
examination results can be compared
A pre-fitting examination should include:
. a thorough case history
. detailed assessment of patient’s individual visual demands
. understanding of patient’s objectives for lens wear and
expectations
. a distance spherocylindrical refraction, near add determination
and measurement of pupil diameter
. keratometry
. tear assessment
. biomicroscopy
Note: The importance of a thorough case history should not be
underestimated. The information gained through careful listening and
probing will help greatly in satisfying each patient’s unique needs.

2. Patient Selection

The eye care professional should weigh several factors when considering
patient selection for a DAILIES TOTAL1* Multifocal (delefilcon A) soft
contact lens fitting. When fitting a lens intended to correct for presbyopia, it
is especially important to evaluate the particular visual needs, objectives,
lifestyle and expectations of the individual patient. Prospective candidates
may include current contact lens wearers, former wearers, and persons
with no previous wear history. For former wearers it is important to
determine the cause for discontinuation.

There are two general categories of candidates based on anticipated
usage: those who seek to wear their lenses as their principal means

11
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of vision correction, and those who wish to integrate the use of their
contact lenses with spectacles. The integrative user often seeks to wear
their lenses for sports or other occasional activities while reverting to
spectacles under poor lighting or otherwise demanding vision conditions.
In general, even the part-time user does not require more than a few
moments re-adaptation time following an interval of no lens wear.

While candidates with greater than 1.00 diopter of refractive error have
often been thought of as better candidates than those with low error or
emmetropia, this is a generalization that often does not hold true for a
given individual. Success is influenced by many factors and the eye
care professional is encouraged to offer DAILIES TOTAL1* Multifocal
(delefilcon A) contact lenses to all interested presbyopic patients who
satisfy the standard requirements for soft contact lens wear.

To summarize patient selection, the characteristics of “ideal candidates”
and those that will be more difficult to fit” are listed below:

Ideal Candidates

- Refractive cylinder < 1.00D.

- Attainable visual demands that do not depend upon resolving
very fine (smaller than 20/20 letters) details at both distance
and near for extended periods while wearing
DAILIES TOTAL1* Multifocal contact lenses.

- Emphasis on tasks where it is advantageous to have objects
simultaneously in focus over a large range of viewing
distances.

- Expectations consistent with actual everyday visual demands.

- Motivated to wear lenses and understands that vision may not
always be as sharp as with spectacles for some distances or
lighting conditions.

- Unable to adapt to monovision correction.

Less than Ideal Candidates

- Critical or very fine visual demands at both distance and near.

- Refractive cylinder > 1.00D (any axis) in one or both eyes or
against-the-rule refractive cylinder > 1.00D in one or both eyes.

- Monocular distance acuities poorer than 20/20 with spherical
equivalent refractive correction.

- Myopic anisometropia where the refractive error for one of
the two eyes is low (2£1.50D) and has not been habitually
corrected.

- Pupil size larger (> 4 mm) or smaller (<3 mm) than norm for
presbyopic population under natural illumination conditions.

- Abnormal binocular sensory function (e.g., amblyopia or
strabismus).

- Expectation to discard and never use spectacles again,
including reading glasses, even for special tasks or viewing
conditions.

- Highly satisfied monovision wearers.

- Any other contraindications to successful contact lens wear
such as tear abnormality or lid margin disease.

12
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3. |Initial Lens Selection

A. Initial Base Curve Selection

DAILIES TOTAL1" Multifocal (delefilcon A) contact lenses are available

in a single 8.5 mm base curve.

B. Initial Lens Power Selection
Note: A careful maximum plus spherocylindrical
refraction and nearpoint add determination should
be conducted prior to selecting a DAILIES TOTAL1*
Multifocal (delefilcon A) trial lens. Autorefraction
findings should be refined manually to rule out effects of
instrument myopia and ensure proper control of residual
accommodation.
The DAILIES TOTAL1* Multifocal lens design makes selecting
the initial lens power easy. You need only manipulate the
distance power. The optimum starting point is with a power
that is equal to or more plus or less minus than the vertex
corrected spherical equivalent spectacle refraction.

C. Initial ADD Selection
Note: A careful nearpoint ADD determination should be
conducted prior to selecting a DAILIES TOTAL1* Multifocal
(delefilcon A) trial lens
The DAILIES TOTAL1* Multifocal (delefilcon A) 3 ADD
SYSTEM allows personalized fitting for presbyopic patients.
The table below makes initial ADD selection easy.

DAILIES TOTAL1* MULTIFOCAL ADD SELECTION

SPECTACLE ADD BOTH EYES

Up to +1.25

+1.50 to +2.00

w
+2.2510 +2.50 O

Example 1: oD os
Spherical Rx: -4.50 -0.75 x 90 -4.00D
Spherical equi\falent 475D .4.00D

(least minus);

Vertex corrected -4.50D -4.00D

power:
Spectacle Add: +0.75D
Eye Dominance: oD
Initial Trial Lens: -4.50 LO -4.00 LO
13
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Example 2: oD 0os
Spherical Rx: +4.00 D
+4.25 -0.25 x 180 -0.50 x 180
Spherical equivalent
(least minus): +4.25D +3.75D
Vertex corrected
power: +4.50D +3.75D
Spectacle Add: +2.00D
Eye Dominance: oS
Initial Trial Lens: +4.50 MED +3.75 MED

4. Initial Lens Fitting Evaluation

a) Insert the lenses selected in Section 3 (above). If the exact power
is not available, choose the next closest least minus/most plus lens
power in your trial set.

b) Allow the lenses to settle on the eyes for approximately 10 minutes.
This allows time for the patient to adapt to the lenses and time for the
lens to equilibrate with the patient’s tears.

c) Evaluate the fit of the lenses on the eye. The Push-up Test as
described below is an important part of the lens evaluation. The
following guidelines will be helpful in evaluating the physical fit of the
lens:

Characteristics of a Well-fitted Lens

A well-fitted DAILIES TOTAL1* Multifocal (delefilcon A) contact lens

satisfies the following criteria:

1. Full corneal coverage and good centration (no limbal exposure).
Alens that is decentered > 1 mm, particularly temporal, is less
likely to give adequate vision.

2. Lens movement of 0.1 to 0.5 mm should be present to allow
tear exchange under the lens during a blink in primary gaze or
upward gaze and to avoid variable vision.

Push-up Test:

* This test is a reliable indicator of a good fit. With
the patient looking straight ahead, place your index
finger on the patient’s lower lid and nudge the edge
of the lens upward while observing lens movement.
Then pull the lid back down and observe the return
of the lens.

« Awell fitted lens will move freely upward, stopping
shortly after passing the limbus and then return
freely to its original position.

3. Good comfort.

4. Acceptable visual acuity with over-refraction.

14
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Characteristics of a Tight (Steep) Lens Fit
A tight or steep fit should not be dispensed. If a lens fit is judged to
be too steep a flatter lens (larger base curve), if available, should be
evaluated. A tight or steep lens fit would display some or all of the
following characteristics:

1. Good centration.

2. Insufficient or no lens movement during a blink in primary gaze
or upward gaze.

3. Excessive conjunctival drag (visible movement of the

conjunctival vessels when the lens moves during a blink or
during the push-up test). Note: presbyopes often have loose
conjunctiva, some conjunctival movement is occasionally seen
and may not be a sign of a tight fit. See Push-up Test below.
Push-up Test:
«  Atight fitting lens will resist movement. If
successfully nudged upward, the lens may
remain decentered or return slowly to its original

position.
4, Good comfort.
5. Blurred vision between blinks.

Characteristics of a Loose (Flat) Lens Fit
If a lens fit is judged to be too flat a steeper lens (smaller base curve),
if available, should be evaluated. A loose lens fit would display some
or all of the following characteristics:

1. Decentration.
2. Excessive lens movement during the blink in primary or upward
gaze.

Push-up Test:

A loose fitting lens will move very easily, well
beyond the limbus and possibly encroaching upon
or going beyond the pupil. It will then return very
quickly to its original position and often times
return lower than its original position.

Reduced comfort.
Lens edge standoff.
Blurred vision immediately after the blink.

aorw®

5. Initial Lens Visual Evaluation

While lenses are settling, it is helpful to take the patient from the exam
room to a “real-world” setting such as a room with an outside view. Once an
acceptable fit has been achieved, the visual performance of the lenses may
be evaluated. Visual acuity is tested at distance. If necessary, a spherical
over-refraction should be performed using a trial frame or hand held lenses
rather than a phoropter. This technique is essential when fitting multifocal
lenses because it allows the patient to maintain the head posture and
direction of gaze (relationship between eye and head) that he or she would
naturally use during everyday tasks. This ensures that the visual performance
of the lens is being assessed under conditions where the on-eye positioning
matches that which will occur when the lens is being used, for example, for
near work activities. In addition, pupil size will not be artificially increased

15
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by the reduction in light associated with looking through the aperture of the
phoropter cells. or decreased by proximal cues associated with the nearness
of the instrument.

6. Fitting Procedures
Step 1.  After the trial lenses have settled for approximately 10 minutes,
measure distance acuity while the patient is viewing the chart binocularly
(i.e., simultaneously with both eyes). Next, evaluate the patient’s subjective
impression of the near vision when trying to read typical everyday material
(e.g., a newspaper, magazine, and cell phone). Lighting and reading
distance should be what is normal for the patient.
Step 2.  If distance or near vision is unsatisfactory, perform a binocular
distance over-refraction, as follows. Use hand-held frial lenses and
encourage plus. For example, if a Plano and +0.25D over-refraction yields
the same results, use the +0.25D endpoint. Re-check visual acuity and
visual quality as described in Step 1 above. If over-refraction is other than
plano, go immediately to new trial lenses, keeping ADD the same.
Step 3. If distance and near vision are satisfactory, dispense lenses and
remind patient to use good light when reading fine print or use additional
reading glasses if needed. It is helpful to let the patient experience the
lenses in their natural environment before further procedures for enhancing
vision are performed.
Step4. Enhanced Near Vision. If near vision is unsatisfactory,
determine the dominant eye by the following method. Determine the
eye with greatest plus acceptance by placing +1.50 handheld trial lens
over each eye alternately while patient views in the distance with both
eyes open. Consider the eye for which binocular vision blurs least with
the +1.50 to be the non-dominant eye. Other methods to determine the
dominant eye are appropriate.
Step4A: Check the patient's binocular acuity with +0.50 over the non-
dominant eye to determine if near vision is improved and distance vision
is still acceptable. If so, place a new trial lens with the same ADD on the
non-dominant eye, adjusting the distance power by +0.50.

Enhanced near vision, Step A

NON-DOMINANT EYE
SPECTACLE ADD DOMINANT EYE (PLUS ACCEPTED)

Up to +1.25 G |-
with additional +0.50

+1.50 to +2.00 l‘-. ‘;

with additional +0.50

+2.25 to +2.50 0 0

with additional +0.50
Next, re-check visual acuity and visual quality as described in Step 1
above. If satisfactory, dispense new distance lens power for the non-
dominant eye. If near vision is still unsatisfactory, proceed to Step B:

16
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Step4B: If near vision is still unsatisfactory, adjust ADD as shown below.

Enhanced near vision, Step B

NON-DOMINANT EYE
SPECTACLE ADD DOMINANT EYE (PLUS ACCEPTED)

Upto +1.25 &) (WED!
+1.50 to +2.00 WED O
+2.25 10 +2.50 o (wEb)

Note: It is common to question the rather non-intuitive step we suggest for
enhancing vision at near in the HI ADD range, where the suggestion is to
“back off" to a MED ADD for the non-dominant eye, the same suggestion
we make for enhancing distance vision (below). The reason for this is
that after establishing (in Step A) that increasing plus is not helpful, the
next most common reason for blur at near (or distance) is unacceptable
ghosting that degrades the image quality. Backing down to the MED ADD
in one eye can often relieve that and actually improve vision at near.

Step5: Enhanced Distance Vision. If distance over-refraction did not
improve visual acuity, adjust ADD according to the chart below.

NON-DOMINANT

SPECTACLEADD | DOMINANT EYE EYE
(PLUS pccepTED)
+1.50 to +2.00 G (MED

+2.25t0 +2.50 o (D)

17
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FITTING GUIDELINES (Monovision)

Patient Selection
A. Monovision Needs Assessment
For a good prognosis, the patient should have adequately corrected
distance and near visual acuity in each eye. Patients with reduced visual
acuity, such as the amblyopic patient, may not be a good candidate for
monovision.
Occupational and environmental visual demands should be considered.
If the patient requires critical vision (visual acuity and stereopsis), it must
be determined by trial whether this patient can function adequately with
monovision. Monovision contact lens wear may not be optimal for such
activities as:

1. visually demanding situations such as operating potentially
dangerous machinery or performing other potentially hazardous
activities; and

2. driving automobiles (e.g., driving at night). Patients who cannot
pass requirements for a driver’'s license with monovision
correction should not drive with this correction. An additional
over-correction can be prescribed to improve vision.

B. Patient Education
All patients do not function equally well with monovision correction.
Patients may not perform as well for certain tasks with this correction as
they have with bifocal reading glasses. Each patient must understand
that monovision, as well as other presbyopic contact lenses, or other
alternatives, can create a vision compromise that may reduce visual
acuity and depth perception for distance and near tasks. During the fitting
process, it is necessary for the patient to realize the disadvantages as well
as the advantages of clear near vision in straight-ahead and upward gaze
that monovision contact lenses provide compared to spectacle bifocals.
Eye Selection
Generally, the non-dominant eye is corrected for near vision. The following
test for eye dominance can be used:
A). Ocular Preference Determination Methods
+  Method 1 - Determine which eye is the “sight eye”. Have the
patient point to an object at the far end of the room. Cover
one eye. If the patient is still pointing directly at the object,
the eye being used is the dominant (sighting) eye.
*+ Method 2 - Determine which eye will accept the added
power for near with the least reduction in distance vision.
Place a trial spectacle near ADD lens in front of one eye and
then the other while the distance refractive error correction
is in place for both eyes. Determine whether the patient
functions best with the near ADD lens over the right or left
eye.
B). Refractive Error Method
«  For anisometropic corrections, it is generally best to fit the
more hyperopic (less myopic) eye for distance and the
more myopic (less hyperopic) eye for near.

18
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C). Visual Demands Method

»  Consider the patient’s occupation during the eye selection
process to determine the critical vision requirements. If a
patient's gaze for near tasks is usually in one direction,
correct the eye on that side for near.
Example:
A person who places copy to the left side of the desk will
usually function best with the near lens on the left eye.

Special Fitting Considerations

Unilateral Lens Correction

There are circumstances where only one contact lens is required. As an

example, an emmetropic patient would only require a near lens while a

bilateral myope may require only a distance lens.

+ Examples:

«  Emmetrope: A presbyopic emmetropic patient who requires a
+1.75 diopter ADD would have a +1.75 lens on the near eye and
the other eye left without a lens.

+ Bilateral myope: A presbyopic patient requiring a +1.50 diopter
ADD who is -2.50 diopters myopic in the right eye and -1.50 diopters
myopic in the left eye may have the right eye corrected for distance
and the left uncorrected for near.

* Unilateral astigmat:

a) Emmetropic in one eye, astigmatic in the other

Spectacle Rx Potential Monovision Rx
O.D. Plano Uncorrected for distance
0.S. -1.00-1.00 x 090 +0.50 -1.00 x 090 for near
Add: +1.50
b)  Myopic in one eye, astigmatic in the other

Spectacle Rx Potential Monovision Rx
O.D. -1.50 Uncorrected for near
0.S. -2.00-1.75 x 090 -2.00 -1.75 x 090 for distance

Amblyopia

The amblyopic patient may not be a good candidate for monovision.

Astigmatism

Patients with less than 1.50 diopters of astigmatism might be successfully fit

in DAILIES TOTAL1* (delefilcon A) spherical lenses.

» Determine which eye to use for the near prescription (see Eye Selection,
A-C, above)

» Add the appropriate near add power to the spherical component of the
astigmatic prescription for that eye.
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Example: Spectacle Rx Potential Monovision Rx

0.D.: -2.50-0.75 x 180 -2.50 -0.75 x 180 for distance
0.S.:-3.00-1.75x 165 -2.00 -1.75 x 165 for near
Add: +1.00

Dominant eye: O.D.

Near Add Determination

Always prescribe the lens power for the near eye that provides optimal near acuity
at the midpoint of the patient’s habitual reading distance. However, when more
than one power provides optimal reading performance, prescribe the least plus
(most minus) of the powers.

Trial Lens Fitting

A trial lens fitting is performed in the office to allow the patient to experience
monovision correction. Lenses are fit according to the directions in the General
Fitting Guidelines and Base Curve Selection described earlier in the guide.

Case history and standard clinical evaluation procedures should be used to
determine the suitability of monovision. Determine which eye is to be corrected for
distance and which eye is to be corrected for near. Next determine the near ADD.
With trial lenses of the proper power in place, observe the reaction to this mode
of correction.

Immediately after the correct power lenses are in place, walk across the room and
have the patient look at you. Assess the patient’s reaction to distance vision under
these circumstances. Then have the patient look at familiar near objects such as
a watch face or fingernails. Again assess the reaction. As the patient continues to
look around the room at both near and distance objects, observe the reactions.
Only after these vision tasks are completed, should the patient be asked to read
print. Evaluate the patient’s reaction to large print (e.g., typewritten copy) at first
and then graduate to news print and finally smaller type sizes.

After evaluating the patient’s performance under the above conditions, tests of
visual acuity and reading ability under conditions of moderately dim illumination
should be attempted.

An initial unfavorable response in the office, while indicative of a less favorable
prognosis, should not immediately rule out a more extensive trial under the usual
conditions in which a patient functions.

Adaptation

Visually demanding situations should be avoided during the initial wearing period.
A patient may at first experience some mild blurred vision, dizziness, headaches,
and feeling of slight imbalance. You should explain the adaptational symptoms to
the patient. These symptoms may last for a few minutes or for several weeks. The
longer these symptoms persist, the poorer the chance for successful adaptation.
To help in the adaptation process, the patient can be advised to first use the lenses
in a comfortable, familiar environment such as in the home.

Some patients feel that automobile driving performance may not be optimal during
the adaptation process. This is particularly true when driving at night. Before driving
a motor vehicle, it is recommended that patients be a passenger first to make sure
that their vision is satisfactory for operating an automobile. During the first several
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weeks of wear (when adaptation is occurring), it may be advisable for the patient
to only drive under optimal driving conditions. After adaptation, and success with
these activities, the patient should be able to drive under other conditions with
caution.

Other Suggestions
The success of the monovision technique may be further improved by having your
patient follow the suggestions below:
* Have a third contact lens (distance power) to use when critical distance
viewing is needed.
* Have a third contact lens (near power) to use when critical near viewing
is needed.
* Have supplemental spectacles to wear over the monovision contact
lenses for specific visual tasks. This is particularly applicable for
those patients who cannot meet driver’s licensing requirements with a
monovision correction.
* Make use of proper illumination when carrying out visual tasks.
Success in fitting monovision can be improved by the following suggestions:
* Reverse the distance and near eyes if a patient is having trouble adapting.
» Refine the lens powers if there is trouble with adaptation. Accurate lens
power is critical for presbyopic patients.
» Emphasize the benefits of the clear near vision in straight ahead and
upward gaze with monovision.
The decision to fit a patient with a monovision correction is most appropriately
left to the eye care professional in conjunction with the patient after carefully
considering the patient’s needs. All patients should be supplied with a copy
of the Patient Instruction Booklet, which contains important instructions
for the monovision wearer. You can obtain copies of the instruction book by
calling customer service in the USA at (800) 241- 5999.

DISPENSING VISIT
To help ensure patient success the following steps should be conducted with
each patient, even if they have previously worn contact lenses. Even experienced
wearers are prone to develop bad habits over time.
DAILIES TOTAL1* brand (delefilcon A) lenses are supplied sterile in foil sealed
blister pack containers. Open the foil pack by peeling back the foil lidding material
and gently slide the lens out of the container with your finger, or pour the lens onto
the palm of your clean hand.
Conduct the following steps with each patient, even if they have previously worn
contact lenses:
A. Verification of Lens Fit
Evaluate lens fit and visual response with the lens on the eye. The criteria
of a well-fitted lens should be met and the patient’s visual acuity should be
acceptable. If not, the patient should be refitted with a more appropriate
lens.
B. Hygiene and Lens Handling Instructions
Good hygiene and proper lens handling are important factors in achieving
safe, comfortable lens wear. Instruct the patient on hygiene and handling
of lenses. Patients who are unable to place and remove lenses should not
be provided with them.
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C. Lens Wear and Replacement Schedules (see Package Insert)
Prescribe and explain the daily disposable wear schedule. Explain that
lenses are to be discarded after each daily wearing period. Determine
the maximum suggested daily wearing period based on the patient’s
physiological eye condition. There may be a tendency for the patient to
overwear their lenses initially. For some patients who have never worn
contact lenses consider a wearing schedule that allows for a gradual
increase in wearing time.

D. Lens Care Directions (see Package Insert)

The lenses are not intended to be cleaned or disinfected and should be
discarded after a single use. The eye care professional may recommend
lens rewetting drops, as needed.

E. Specific Instructions for Presbyopic Patients

Specific instructions, explanations and demonstrations are important for
optimizing patient success with multifocal contact lenses. The following
information and instructions have proven useful in advising patients who
wear DAILIES TOTAL1* Multifocal (delefilcon A) soft contact lenses.

- A contact lens that contains different powers for distance and
near involves greater technological and optical complexity than
does a bifocal or multifocal spectacle lens. This is because the
contact lens moves with the eye, rather than having the eye
move up and down while the lens remains suspended in a
frame. While the contact lens therefore gives an unobstructed
field of view and greater freedom regarding where to look, these
advantages may mean that the sharpness of vision may not
always be exactly the same as what would be experienced with
spectacles.

- Although many individuals use DAILIES TOTAL1* Multifocal
(delefilcon A) contact lenses for full-time wear, it is not unusual
to find that there may be some activities where one prefers to
wear spectacles, or where the disadvantages associated with
spectacles are outweighed by other issues. This is an entirely
normal and natural response to the challenges presented by
presbyopia.

- Situations where vision with multifocal contact lenses may be
less sharp or otherwise “different” than what is experienced
with spectacles often involve low illumination (e.g., a semi-dark
room), reduced visibility (e.g., outdoor conditions of fog or heavy
rain), or isolated sources of very bright light (e.g., headlights
of an oncoming vehicle on a narrow country road). Patients
should be instructed to make use of good light when
reading fine print.

- Patients should be aware that it might be advisable to refrain
from wearing their lenses while driving, flying an airplane or
operating heavy machinery while wearing their lenses until
they gain some experience with the lenses in a similar visual
environment.

- Small changes in lens power can often make a significant
difference in the quality of the vision experienced with
multifocal contact lenses. Such changes can be best tailored to
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individual needs and environmental conditions that the patient
will personally encounter on a day-to-day basis. Confidence
and assurance that such refinements, if needed, can be
achieved are important for patient motivation during the initial
period of lens wear.

F. Additional Instructions

* Review the Package Insert
Provide the patient with all relevant information and precautions on
the proper use of the lenses that are prescribed.

* Provide the Patient Instruction Booklet for DAILIES TOTAL1*
and DAILIES TOTAL1* Multifocal (delefilcon A) Contact Lenses.
Give the patient a copy of the Patient Instruction Booklet for DAILIES
TOTAL1* and DAILIES TOTAL1* Multifocal (delefilcon A) soft contact
lenses. Review the contents so the patient clearly understands the
prescribed lens wear, care, and replacement schedule. In the USA
you can obtain copies of the instruction book by calling Alcon customer
service at (800) 241-5999.

Follow-Up Examinations
Follow-up care is extremely important for continued successful contact lens
wear. Follow-up care should include:

Case history, including questions to identify any problems related to
contact lens wear

Management of specific problems, if any, and

A review with the patient of the lens wearing schedule, replacement
schedule and handling procedures.

Follow-up Examination Procedures

Patients should be instructed to wear lenses prior to a follow-up
examination.

Record patient’'s symptoms, if any.

Measure visual acuity monocularly and binocularly with the contact
lenses in place.

Perform an over-refraction to check for residual refractive error.

With a biomicroscope, evaluate lens fitting.

Remove the lenses and conduct a thorough biomicroscopic examination
with fluorescein. Rinse eyes with saline before re-inserting lenses.

Evert upper lids to determine condition of tarsal conjunctiva.

Periodically perform keratometry and spectacle refractions. These results
should be recorded to compare to the initial measurements.

If any observations are abnormal, use professional judgment to
manage the problem and restore the eye to optimal conditions. If visual
requirements are not satisfied during any follow-up examination, the
patient should be re-fitted with a more appropriate lens.

LENS HANDLING HINTS
Lens Insertion

When about to place the lens on the eye, make sure the lens sits up on
the placement finger. The finger should be dry so surface tension does
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not cause the lens to adhere to the finger.
. Check to see that the lens is right side out. A lens that is placed on the
eye inside out may not feel comfortable or provide good vision.
One way to do this is to perform the ‘taco test’ by placing the lens between your
thumb and index finger and squeeze the edges together gently.
. If the edges come together, the lens is right side out.
. If the edges turn outward, the lens is wrong side out. Carefully reverse it
with your fingers.

Correct Incorrect

Another way is to place the lens on the tip of your index finger and check its shape.

. If the edge appears bowl-shaped, it is right side out.

. If the edge has a lip or flares outward, it is wrong side out and must be
reversed.

. Place the lens directly onto the cornea (placing it on the lower sclera
can lead to the lens folding after a blink). While continuing to hold both
lids in place, the patient should look down to seat the lens. The lids may
then be released.

Correct Incorrect

Lens Removal
. Wash hands thoroughly with soap that does not have any oils, lotions
or perfumes.
. Carefully dry hands with a clean, lint-free towel.

It is important to remind patients to dry their hands thoroughly prior to
removing their lenses. The surface of DAILIES TOTAL1" brand lenses is
designed to stay very wet and lubricious, or slippery while on the eye. If their
fingertips are wet they are likely to slip across the surface of the lens making
removal more difficult.

. Slide the lens off the cornea (down or to the side) onto the sclera. This
produces a fold in the lens, which assists in removal. With the index finger
and thumb, gently pinch the lens off the eye.

. Discard lenses.
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Care for a Sticking Lens
. In the unlikely event that the lens sticks (stops moving) or begins to dry
on the eye, instruct the patient to apply several drops of a recommended
lubricating solution (used in accordance with package labeling). The
patient should wait until the lens begins to move freely on the eye before
attempting to remove it. If the lens continues to stick, the patient should
immediately consult the eye care professional.

IN OFFICE CARE OF TRIAL LENSES
Eye care professionals should understand and educate contact lens technicians
concerning proper use of trial lenses.
- Each contact lens is shipped sterile in a sealed blister pack containing
phosphate buffered saline with additives. Hands should be thoroughly
washed and rinsed and dried with a lint-free towel prior to handling a
lens. In order to insure sterility, the blister pack should not be opened
until immediately prior to use.
- Delefilcon A lenses are for daily disposable wear only and should be
discarded after a single use. The lenses should be disposed of after
a single use and not be re-used from patient to patient.

ADDITIONAL INFORMATION

For assistance with fitting or clinical questions regarding DAILIES TOTAL1*
and DAILIES TOTAL1* Multifocal contact lenses eye care professionals having
questions or problems should contact Medical Information Systems in the USA
at (800) 241-7468. To order DAILIES TOTAL1* and DAILIES TOTAL1* Multifocal
contact lenses contact your Alcon sales representative or call Customer Service,
in the USA at (800) 241-5999.
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VERTEX DISTANCE CONVERSION CHART

For minus lenses, read left to right; for plus lenses, read right to left.
(12 mm Vertex Distance)

- + - + - + - +
4.00 | 3.87 7.50 6.87 12.00 | 10.37 | 19.00 15.50
425 | 4.00 7.62 7.00 12.50 | 10.75 | 19.25 15.62
450 | 4.25 7.75 7.12 12.75 | 11.00 | 19.25 15.75
475 | 4.50 7.87 7.25 13.00 11.25 | 19.75 16.00
5.00 | 4.75 8.00 7.37 13.50 11.50 | 20.00 16.12
512 | 4.87 8.12 7.50 13.75 | 11.75 | 20.25 16.25
5.37 | 5.00 8.25 7.62 14.00 | 12.00 | 20.50 16.50
5.50 | 5.12 8.50 7.75 14.25 | 12.25 | 20.75 16.62
5.62 | 5.25 8.75 8.00 14.75 | 12.50 | 21.00 16.75
5.75 | 5.37 9.00 8.25 15.00 | 12.75 | 21.25 17.00
5.87 | 5.50 9.25 8.37 1550 | 12.75 | 21.75 17.25
6.00 | 5.62 9.50 8.62 15.75 | 13.25 | 22.25 17.50
6.12 | 5.75 9.75 8.75 16.25 | 13.50 | 22.50 17.75
6.37 | 5.87 | 10.00 9.00 16.75 | 13.75 | 23.00 18.00
6.50 | 6.00 | 10.25 9.12 17.00 | 14.00 | 23.50 18.25
6.62 | 6.12 | 10.50 9.25 17.25 | 14.25 | 23.75 18.50
6.75 | 6.25 | 10.75 9.37 17.62 | 14.37 | 24.25 18.75
6.87 | 6.37 | 11.00 9.62 18.00 | 14.50 | 24.75 19.00
7.00 | 6.50 | 11.25 9.75 18.12 | 14.75 | 25.00 19.25
712 | 6.62 | 11.50 | 10.00 | 18.50 | 15.00 | 25.50 19.50
737 | 6.75 | 11.75 | 10.25 | 18.75 | 15.25 | 26.00 19.75
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Alcon

a Nevartis company
Manufacturer:
Alcon Laboratories, Inc.
6201 South Freeway
Fort Worth, TX
76134-2099, USA

© 2016 Novartis March 2016 www.alcon.com
*a trademark of Novartis W900087400-0316
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Professional Fitting
and Information
Guide

AIR OPTIX* AQUA, AIR OPTIX* plus HydraGlyde*,
AIR OPTIX* for Astigmatism,

AIR OPTIX* plus HydraGlyde* for Astigmatism,
AIR OPTIX* AQUA Multifocal,

AIR OPTIX* plus HydraGlyde* Multifocal (lotrafilcon B)
Soft Contact Lenses

For Daily Wear and Extended Wear up to 6 Nights

A xmn

CAUTION: FEDERAL LAW (UNITED STATES)
RESTRICTS THIS DEVICE TO SALE BY OR
ON THE ORDER OF A LICENSED EYE CARE
PROFESSIONAL

Alcon
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INTRODUCTION

Thank you for prescribing Alcon AIR OPTIX* AQUA, AIR OPTIX* plus
HydraGlyde*, AIR OPTIX* for Astigmatism, AIR OPTIX* plus HydraGlyde*
for Astigmatism, AIR OPTIX* AQUA Multifocal and AIR OPTIX* plus
HydraGlyde* Multifocal (lotrafilcon B) soft contact lenses. The lenses may
be worn for daily wear and extended wear for up to six continuous nights with
removal for disposal, or cleaning and disinfection (chemical, not heat) prior to
reinsertion, and frequent replacement with a fresh new lens.

However, you will determine the replacement schedule as well as the length of
time the patient’s lenses are to be worn each day before removal for cleaning,
rinsing, and disinfection. Based on these schedules, you will also determine

the number of lenses each patient requires. This guide contains important
information regarding fitting procedures and aftercare of the AIR OPTIX* AQUA,
AIR OPTIX* plus HydraGlyde*, AIR OPTIX* for Astigmatism, AIR OPTIX*
plus HydraGlyde* for Astigmatism, AIR OPTIX* AQUA Multifocal and

AIR OPTIX* plus HydraGlyde* Multifocal (lotrafilcon B) contact lens patient.

PRODUCT DESCRIPTION

Alcon AIR OPTIX* AQUA, AIR OPTIX* plus HydraGlyde*, AIR OPTIX* for
Astigmatism, AIR OPTIX* plus HydraGlyde* for Astigmatism, AIR OPTIX*
AQUA Multifocal and AIR OPTIX* plus HydraGlyde* Multifocal (lotrafilcon B)
contact lenses are available in spherical, toric, and multifocal lens designs. The
lens material is approximately 33% water and 67% lotrafilcon B, a fluoro-silicone
containing hydrogel that is surface treated. Lenses contain the color additive
copper phthalocyanine, a light blue handling tint which makes them easier to see
when handling. This breakthrough lens material provides a high level of oxygen
to the eyes and has been surface treated to wet with the tears.

Lens Properties

* Refractive Index (hydrated): 1.42

+ Light Transmittance: 2 96%

+ Oxygen Permeability (Dk): 110x 10" (cm?/sec)(ml O,/mlx mm Hg),
measured at 35° C (intrinsic Dk -
Coulometric method)

+ Water Content 33% by weight in normal saline

Available Lens Parameters'
AIR OPTIX* AQUA contact lenses

* Chord Diameter: 14.2 mm

+ Center Thickness: 0.08 mm @ -3.00D (varies with power)

» Base Curve: 8.6 mm

* Powers: Minus Powers: -0.25 to -8.00D (0.25D steps);

-8.50 to -10.00D (0.50D steps)
Plus Powers: +0.25 to +6.00D (0.25D steps)
AIR OPTIX* plus HydraGlyde* contact lenses

* Chord Diameter: 14.2 mm

+ Center Thickness: Varies with power (0.08 mm @ -3.00D)

+ Base Curve: 8.6 mm

+ Powers: Minus Powers: -0.25 to -8.00D (0.25D steps);

-8.50 t0 -12.00D (0.50D steps)
Plus Powers: +0.25 to +6.00D (0.25D steps);
+6.50 to +8.00D (0.50D steps)

" Check for actual product availability as additional parameters may be
introduced over time.

5
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AIR OPTIX* for Astigmatism? and AIR OPTIX* plus HydraGlyde* for
Astigmatism contact lenses

* Chord Diameter: 14.5 mm

+ Center Thickness: 0.102 mm @ -3.00D (varies with power)

« Base Curve: 8.7mm

+ Powers: Minus Powers: plano to-6.00D (0.25D steps);

-6.50 to -10.00D (0.50D steps)

Plus Powers: +0.25 to +6.00D (0.25D steps)
Cylinder power: -0.75, -1.25, -1.75, -2.25
Axis: full circle (10° steps)

AIR OPTIX* AQUA Multifocal and AIR OPTIX* plus HydraGlyde* Multifocal
contact lenses

+ Chord Diameter: 14.2 mm

+ Center Thickness: 0.08 mm @ -3.00D (varies with power)

+ Base Curve: 8.6 mm

* Powers: Minus Powers: plano to-10.00D (0.25D steps)

Plus Powers: +0.25 to +6.00D (0.25D steps)
ADD: LO, MED, HI

NOTE: Hereafter, lotrafilcon B spherical, toric, and multifocal lenses may
be referred to as lotrafilcon B contact lenses unless product distinction is
necessary.

Actions

When hydrated and placed on the cornea, lotrafilcon B contact lenses actas a
refracting medium to focus light rays on the retina.

INDICATIONS (Uses)

AIR OPTIX* AQUA and AIR OPTIX* plus HydraGlyde* (lotrafilcon B) spherical
soft contact lenses are indicated for the optical correction of refractive ametropia
(myopia and hyperopia) in phakic or aphakic persons with non-diseased eyes and
up to approximately 1.50 diopters of astigmatism that does not interfere with visual
acuity.

AIR OPTIX* for Astigmatism and AIR OPTIX* plus HydraGlyde* for
Astigmatism (lotrafilcon B) toric soft contact lenses are indicated for the optical
correction of refractive ametropia (myopia and hyperopia) in phakic or aphakic
persons with non-diseased eyes and up to 6.00 diopters (D) or less of astigmatism.

AIR OPTIX* AQUA Multifocal and AIR OPTIX* plus HydraGlyde* Multifocal
(lotrafilcon B) multifocal soft contact lenses are indicated for the optical correction
of presbyopia, with or without refractive ametropia (myopia and hyperopia) in
phakic or aphakic persons with non-diseased eyes who may require a reading
addition of +3.00 diopters (D) or less and who may have up to approximately 1.50
diopters of astigmatism.

The lenses may be prescribed for daily wear or extended wear for up to 6 nights of
continuous wear with removal for disposal, or cleaning and disinfection (chemical,
not heat) prior to reinsertion and frequent replacement, as recommended by the
eye care professional.

See Warnings for information about the relationship between wearing
schedule and corneal complications.

2 May also be labeled as O,0OPTIX* for Astigmatism
6
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CONTRAINDICATIONS, WARNINGS, PRECAUTIONS & ADVERSE EFFECTS

For additional important prescribing and safety information, refer to the Package
Insert that is printed in the back of this guide.

ADVERSE EFFECT REPORTING

If a patient experiences any serious adverse effects associated with the use of
Alcon® (lotrafilcon B) contact lenses, please notify Alcon Medical Safety in the
USA at 1-800-757-9780.

LENS CARE DIRECTIONS

For general information about contact lens care, refer to the Package Insert that
is printed in the back of this guide.

FITTING GUIDELINES

Please see the appropriate sections of this booklet that contain guidelines
for spherical, toric, multifocal, and monovision fitting techniques.

Page 161 of 259

JJVC Confidential



CR-6344, v1.0

FITTING GUIDELINES (Spherical Lenses)
1. Patient Selection

The patient characteristics necessary to achieve success with AIR OPTIX*
AQUA and AIR OPTIX* plus HydraGlyde* (lotrafilcon B) soft contact lenses
are similar to those for other spherical soft contact lenses. A thorough pre-fitting
examination should be conducted to ensure the patient is a suitable candidate
for soft contact lens wear.

The following procedures should be followed when fitting AIR OPTIX* AQUA
and AIR OPTIX* plus HydraGlyde* (lotrafilcon B) contact lenses. For additional
tips on fitting the monovision patient refer to the section Fitting gQuidelines
(Monovision).

2. Pre-fitting Examination

A pre-fitting examination is necessary to:
+ assess the patient’'s motivation, physical state and willingness to comply
with instructions regarding hygiene and wear schedule
» make ocular measurements for initial contact lens parameter selection
+ collect baseline clinical information to which post-fitting examination
results can be compared

A pre-fitting examination should include:
 athorough case history
+ a spherocylindrical refraction
* keratometry
» tearassessment
* biomicroscopy

3. Trial Lens Evaluation
A.Lens Base Curve Selection:

A well-fitted lens provides good movement, centration and comfort. This can
be achieved for the majority of patients with the 8.6 mm base curve.

B. Initial Lens Power Selection
The initial power selection should be as close as possible to the patient’s
prescription after taking into account spherical equivalent and vertex
calculations, if necessary.
Spherical Equivalent Calculation
To determine initial lens power, convert the spherocylindrical spectacle Rx to
its spherical equivalent as follows:
Spherical Equivalent = Sphere power + ' (Cylinder Power)

Example: Spectacle Rx: -4.50D -1.00 x 180
Spherical equivalent:  -4.50D + (-0.50D) = -5.00D
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Vertex Distance Conversion

If the spherical equivalent is greater than + 4.00D, a vertex distance correction
is necessary (see Vertex Distance Conversion Chart) to determine the lens
power required at the corneal plane.

Example: Spectacle Rx: -4.50D -1.00 x 180
Spherical equivalent:  -4.50D + (-0.50D) = -5.00D
Vertex compensation: -4.75 (initial lens power)

C.Lens Fit Assessment

Allow the lenses to settle on the eyes for approximately 5 to 10 minutes.
This allows time for the patient to adapt to the lenses and time for the lens to
equilibrate.

Evaluate the fit and movement of the lenses on the eye. The Push-up Test,
as described below, is an important part of the lens evaluation. The following
guidelines will be helpful in fit evaluation:

Characteristics of a Well-fitted Lens

Awell-fitted AIROPTIX* AQUA and AIR OPTIX* plus HydraGlyde*
(lotrafilcon B) contact lens satisfies the following criteria:
1. Good centration and full corneal coverage in all fields of gaze.
2. Sufficient lens movement to allow tear exchange under the lens during a
blink in primary or upward gaze.
3. Satisfactory Push-up Test
+ Thistest is a reliable indicator of a good fit. With the patient looking
straight ahead, place your index finger on the patient’s lower lid and
nudge the edge of the lens upward while observing lens movement.
Then pull the lid back down and observe the return of the lens.
+ Awell-fitted lens will move freely upward, stopping shortly after passing
the limbus and then return freely to its original position.
4. Good comfort and stable visual response (with over refraction).

Characteristics of a Tight (Steep) Lens Fit

Atightor steep fit should not be dispensed. If a lensfit is judged to be too
steep a flatter lens (larger base curve), if available, should be evaluated. A
tight or steep lens fit would display some or all of the following characteristics:
1. Insufficient or no lens movement during a blink in primary or upward
gaze.
2. Unsatisfactory Push-up Test
« Atight fitting lens will resist movement. If successfully nudged
upward, the lens may remain decentered or return slowly to its original
position.
3. Good centration.
4. Good comfort.
5. Fluctuating vision between blinks.

Characteristics of a Loose (Flat) Lens Fit

If a lens fit is judged to be too flat, a steeper lens (smaller base curve), if
available, should be evaluated. A loose lens fit would display some or all of the
following characteristics:

9
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1. Lens edge standoff. Even minor lifting of the edge indicates a loose
fitting lens.

2. Reduced comfort. This finding is often the only signal of a loose fitting
lens. If initial comfort doesn’t improve quickly, try a steeper base curve, if
available.

3. Excessive lens movement during the blink in primary or upward gaze.

* Aloose fitting lens will move very easily, well beyond the limbus and
possibly encroaching upon or going beyond the pupil. It will then return
very quickly to its original position and often times return lower than its
original position.

4. Poor centration with limbal exposure on exaggerated eye movement.

5. Vision may be blurred after the blink.

General Fitting Tips

+ Trial fitting of the individual eye is strongly recommended.

+ Awell-fitted lens will show movement of 0.1 to 0.5 mm.

» When prescribing lotrafilcon B contact lenses for extended wear, it is
important to reevaluate the lens fit for adequate movement at various times
after the patient sleeps while wearing lenses. This reevaluation should
include a follow-up visit as soon as possible after the patient awakens from
sleeping, as well as at other times of the day. If the fit is judged to be too
tight or steep, the patient must be refit into a lens that provides the criteria of
a well-fitted lens.

D. Final Lens Power Determination
After the characteristics of a well-fitted lens have been satisfied, conduct
a spherical over-refraction to determine the proper lens power to be

dispensed.
Example:
Diagnostic lens: -4.50D
Over-refraction: -0.25
Final lens power: -4.75D

10
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FITTING GUIDELINES (Toric Lenses)

The geometry of an AIR OPTIX* for Astigmatism and AIR OPTIX* plus
HydraGlyde*for Astigmatism (lotrafilcon B) toric contact lens is a prism ballast
design. The prism ballast design uses a toric geometry on one surface of the
lens and spherical on the opposite. Stabilization is achieved by the prism at the
vertical meridian on the front surface (dynamic stabilization) and with cylinder
power parameters on the back surface.

To aid the fitting process, AIR OPTIX* for Astigmatism and AIR OPTIX* plus
HydraGlyde* for Astigmatism contact lenses feature three scribe lines on the
front lens surface to enable assessment of the lens orientation. These lines are
at 3, 6 and 9 o’clock positions approximately 1.0 mm in from the lens edge, with
the 6 o’clock scribe line being slightly wider than the others. The lens orientation
findings are then used for calculation of axis compensations.

1. Patient Selection

The patient characteristics necessary to achieve success with AIR OPTIX* for
Astigmatism and AIR OPTIX* plus HydraGlyde* for Astigmatism contact
lenses are similar to those for spherical lenses. A thorough pre-fitting
examination should be conducted to ensure the patient is a suitable candidate
for soft contact lens wear.

The following procedures should be followed when fitting AIR OPTIX* for
Astigmatism and AIR OPTIX* plus HydraGlyde* for Astigmatism lenses.
For additional tips on fitting the monovision patient refer to the section Fitting
Guidelines (Monovision).

2. Pre-fitting Examination

A pre-fitting examination is necessary to:

» Determine whether a patient is a suitable candidate for contact lenses
in general (see the Package Insert, indications and Contraindications
sections)

« Determine whether a patient is astigmatic to a degree requiring a toric
visual correction

+ Make ocular measurements for initial contact lens parameter selection

» Collect baseline clinical information to which post-fitting examination
results can be compared

A pre-fitting examination should include:
» Athorough case history

+ Aspherocylindrical refraction

« Keratometry

« Tear assessment

» Biomicroscopy

3. Fitting Methods

The following method is recommended for fitting AIR OPTIX* for Astigmatism and

AIR OPTIX* plus HydraGlyde* for Astigmatism soft contact lenses to maximize success.
This method allows for an extended trial period outside the office which will help the eye
care professional to minimize chair time, reduce trial lens usage and inventories, as well
as increase the accuracy of final lens orientation and the final multipack prescription.

11
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Trial Period Method

a)Make initial base curve selection if more than one available

b) Determine the appropriate sphere and cylinder power

c) Select cylinder axis based on spectacle prescription - assume no rotation

d) Place trial lens on the eye. Order trial lens if it is not in office
inventory - having the correct lens allows the patient to experience good
vision during the trial period

e) Evaluate fit, vision, and lens orientation

f) Dispense lens if characteristics of a Well-fitted Lens are satisfied

d) Reevaluate fit, vision, and lens orientation at the end of the trial
period (typically a few days to a week)

h) Order multipack after fitting adjustments, if any, are made to satisfy the
characteristics of a Well-fitted Lens

The following alternatives are offered to describe the more traditional methods
of fitting lenses. While these methods are adequate to use, they canleadto an
increase in chair time, trial lens usage, and multipack purchases as the fit and

vision of the lens are refined.

Empirical Method

) Make initial base curve selection if more than one available

) Determine the appropriate sphere and cylinder

) Select the cylinder axis assuming zero rotation

) Order multipack

) Evaluate fit, vision, and lens orientation

f) Dispense lens if characteristics of a Well-fitted Lens are satisfied
g) Reorder multipacks if adjustments are made

a
b
c
d
e

In Office Trial Lens Fitting Method
a)Make base curve selection if more than one available
b) Select diagnostic lens with similar sphere, cylinder power and axis as
spectacle Rx
c) Evaluate fit, vision, over-refraction, and lens orientation
d) Order multipack if characteristics of a Well-fitted Lens are satisfied
e) Reorder multipack if further adjustments are necessary

NOTE: For information on fitting the monovision wearer with toric
lenses, please refer to the Fitting guidelines (Monovision) section.

4. Initial Base Curve Selection

+ AWell-fitted Lens provides good movement, centration, and comfort
with the available 8.7 base curve.

5. Initial Lens Power Selection

Spherical Lens Power:

+ To determine the initial lens spherical power, use the spherical component
of the spectacle Rx in minus cylinder form.

« |f this spherical component is greater than + 4.00D, a vertex distance
correction is necessary. This will determine the spherical lens power
required at the corneal plane.

12
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Cylinder Lens Power:

Up to four cylinder powers may be available for AIR OPTIX* for
Astigmatism and AIR OPTIX* plus HydraGlyde* for Astigmatism contact
lenses. When available, these four powers will normally allow correction of
-0.75 to -3.00 diopters of astigmatism.

Select AIR OPTIX* for Astigmatism contact lens cylinder power according
to the chart below:

AIR OPTIX* for Astigmatism and
Refraction Vertexed AIR OPTIX* plus HydraGlyde* for
Astigmatism contact lens
Cylinder Power
Cylinder Power

-0.75 -0.75
-1.00 -0.75
-1.25 -1.25
-1.50 -1.25
-1.75 -1.75
-2.00 -1.75
-2.25 -2.25
-2.50 -2.25
-2.75 -2.25
-3.00 -2.25

Note: If the combination of sphere power and cylinder power is greater than
+4.00D, vertex distance compensation must be performed for each power

meridian.
-6.50 -6.00
Vertex
Stk el £ omnl s
Example:

y -5.00D - 1.50 x 180 (vertex distance =
Spectacle Rx: 12 mm)

Corneal Plane Rx: -4.75-0.75x 180
Toric RX: -4.75 -0.75 x 180 (assuming no rotation)

* When the difference between the cylinder correction at the corneal plane
and the selected cylinder to fit the patient differs by 0.50D or more, itis
necessary to make a compensation to the spherical component using the
following formula:

Corneal plane cylinder — Selected cylinder = Spherical Compensation

2
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Example:
Spectacle Rx: -4.50 -1.50 x 180
Corneal Plane Rx: -4.25-1.25x 180
Selected cylinder power: -0.75D
Spherical adjustment needed =-1.25-(-0.75)/2=-0.25

Toric Rx: -4.50 -0.75 x 180 (assuming no rotation)

6. Lens Fit Evaluation

a) Allow the lenses to settle on the eyes for approximately 5 to 10 minutes.
This allows time for the patient to adapt to the lenses and time for the lens
to equilibrate with the patient’s tears, replacing the buffered, isotonic saline
which was in the foil pack.

b) AIR OPTIX* for Astigmatism and AIR OPTIX* plus HydraGlyde* for
Astigmatism (lotrafilcon B) contact lenses achieve rotational stability on the
eyein just 30 seconds.

c) Evaluate the fit of the lenses on the eye. The Push-up Test, as described
below is an important part of the lens evaluation. The following guidelines
will be helpful in fit evaluation:

Characteristics of a Well-fitted Lens

Awell-fitted AIR OPTIX* for Astigmatism and AIR OPTIX* plus

HydraGlyde* for Astigmatism (lotrafilcon B) contact lens satisfies the

following criteria:

1. Full corneal coverage and good centration (no limbal exposure)

2. Sufficient lens movement to allow tear exchange under the lens during blink
in primary or upward gaze

Push-up Test:

« This testis a reliable indicator of a good fit. With the patient
looking straight ahead, place your index finger on the patient’s
lower lid and nudge the edge of the lens upward while
observing lens movement. Then pull the lid back down and
observe the return of the lens.

+ A wellfitted lens will move freely upward, stopping shortly
after passing the limbus and then return freely to its original
position.

3. Good comfort
4. Acceptable visual acuity with over-refraction

Characteristics of a Tight (Steep) Lens Fit

Atight or steep fit should not be dispensed. If a lensfitis judged to be too
steep a flatter lens (larger base curve), if available, should be evaluated. A
tight or steep lens fit would display some or all of the following characteristics:
1. Good centration

2. Insufficient or no lens movement during a blink in primary or upward gaze

14
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Push-up Test:

« Atight fitting lens will resist movement. If successfully nudged
upward, the lens may remain decentered or return slowly to its
original position.

3. Good comfort
4. Blurred vision between blinks

Characteristics of a Loose (Flat) Lens Fit

If a lensfit is judged to be too flat a steeper lens (smaller base curve), if
available, should be evaluated. Aloose lens fit would display some or all of the
following characteristics:

1. Decentration

2. Excessive lens movement during a blink in primary or upward gaze

Push-up Test:

« Aloose fitting lens will move very easily, well beyond the
limbus and possibly encroaching upon or going beyond the
pupil. It will then return very quickly to its original position and
often times return lower than its original position.

3. Reduced comfort
4. Lens edge standoff
5. Blurred vision immediately after the blink

7. Initial Lens Orientation Evaluation

A. NoRotation
When the scribe lines orient vertically, the cylinder axis of the lens
thatis dispensed or ordered should be the same as the spectacle
refractive axis - not the trial lens axis.

| Contact lens cylinder axis = Spectacle refractive axis

B. Clockwise Rotation
When the scribe lines rotate clockwise as observed looking at the patient,
(i.e., temporally for the right eye, nasally for the left eye), add the degree
of rotation to the spectacle refractive axis - not the trial lens axis.

| Spectacle refractive axis + Trial lens rotation = Axis to order

Example:
Spectacle Rx: -2.50-0.75 x 160
Diagnostic Lens: -2.00-0.75x 170
Over-refraction: -0.50 sphere
Orientation: 10 degrees clockwise (add) (160 + 10)
Final power to order: -2.50-0.75 x 170

C. Counterclockwise Rotation
When the scribe lines rotate counterclockwise, subtract the degree of
rotation from the spectacle refractive axis - not the trial lens axis.

Spectacle refractive axis - Trial lens rotation = Axis to order

15
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Example:
Spectacle Rx: -2.75-0.75 x 180
Diagnostic Lens: -2.00-0.75x 010
Over-refraction: -0.75 sphere
Orientation: 10 degrees counterclockwise (subtract)
(180-10)
Final power to order: -2.75-0.75x 170

¢ NOTE: Occasionally when a cylinder axis compensation is made
for orientation, the result may fall outside the traditional range of 0 to
180 degrees. In this case, the axis in accepted notation will be the
difference between the absolute value determined and 180 degrees.

Example 1:
Spectacle Rx cylinder: x 170
Orientation: 20 degrees clockwise
Axis calculation: 170 + 20 =190
(The 190 degrees is outside the traditional axis range)
Difference: 190 - 180 =10
Axis to order: x 010

Example 2:
Spectacle Rx cylinder: x 010
Orientation: 20 degrees counterclockwise
Axis calculation: 10-20=-10
Difference: 180-1-101=170
(The -10 degrees is outside the traditional axis range)
Axis to order: x 170

. NOTE: Scribe marks on dispensed lenses must be at the same
orientation as the trial lenses. Record rotation compensation as part of
the final Rx.
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D. Scribe Lines

To view the scribe lines, the following tips may be helpful:

* Thefirst stepis to narrow the slit lamp beam to approximately 0.5 mm
in a horizontal orientation. Focus the beam on the lens surface atthe 6
o'clock position.

* Slowly move the beam in an up and down fashion. As the beam
passes near and through the scribe marks it will be easy to see in retro
illumination.

* Once the scribe line is located, rotate the light beam so it is parallel to
the 6 o'clock scribe mark, ensure the light beam passes through the
center of the pupil, and measure the amount of lens rotation. Scribe
lines are located at 3 and 9 o’clock.

8. Initial Visual Evaluation

The visual result is evaluated by first performing a spherical over-refraction and
then measuring visual acuity. If visual acuity is acceptable, the determination of
lens power required after the over-refraction will be uncomplicated.

Example:
Diagnostic lens: -2.00-1.25 x 180
Over-refraction: -0.50 sphere
Final power to order: -2.50-1.25x A

If the spherical over-refraction does not yield acceptable vision proceed to
perform a spherocylindrical over-refraction. For the resultant lens power to order
from this over-refraction call Technical Consultation in the U.S.A. at 1-800-
241-7468 or visit www.virtualconsultant.alcon.com.

"Determination of final cylinder axis to order will be made after compensation for
lens orientation.
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FITTING GUIDELINES (Multifocal Lenses)

The AIR OPTIX* AQUA Multifocal and AIR OPTIX* plus HydraGlyde*
Multifocal (lotrafilcon B) soft contact lens is a progressive aspheric simultaneous
vision soft contact lens available in three ADD powers [low (LO), medium (MED)
and high (HI)]. For each lens the near and intermediate powers are concentrated
primarily in the central portion of the optical zone while distance power is
contained in the surrounding portion. The continuous changes in power across
the surface of the lens allow patients requiring a reading addition of up to + 3.00
D to see clearly at far, intermediate, and near distances.

Achieving high success with AIR OPTIX* AQUA Multifocal and AIR OPTIX*
plus HydraGlyde* Multifocal contact lenses is dependent on several factors,
including the patient’s motivation, expectations and visual wearing environment,
as well as your skill in optimizing the lens powers to balance binocular
performance at distance and near. The information in this guide is designed to
provide you with the tools to manage your presbyopic patients through each
stage of the process from the initial case history to post-fitting follow-up.

1. Pre-fitting Examination
A pre-fitting examination is necessary to:

» Determine whether a patient is a suitable candidate for AIR OPTIX*
AQUA Multifocal and AIR OPTIX* plus HydraGlyde* Multifocal soft
contact lenses

» Make ocular measurements for initial contact lens parameter selection

+ Collect baseline clinical information to which post-fitting examination
results can be compared

A pre-fitting examination should include:

» Athorough case history

* Detailed assessment of patient’s individual visual demands

» Understanding of patient’s objectives for lens wear and expectations
+ Adistance spherocylindrical refraction and near ADD determination
» Eye dominance determination and measurement of pupil diameter

+ Keratometry

+ Tear assessment

» Biomicroscopy

Note: The importance of a thorough case history should not be
underestimated. The information gained through careful listening and probing
will help greatly in satisfying each patient’s unique needs.

2. Patient Selection

The eye care professional should weigh several factors when considering
patient selection for an AIR OPTIX* AQUA Multifocal and AIR OPTIX* plus
HydraGlyde* Multifocal (lotrafilcon B) soft contact lens fitting. When fitting a
lens intended to correct for presbyopia, it is especially important to evaluate the
particular visual needs, objectives, lifestyle and expectations of the individual
patient. Prospective candidates may include current contact lens wearers,
former wearers, and persons with no previous wear history. For former wearers
it is important to determine the cause for discontinuation. Good success has
been achieved with AIR OPTIX* AQUA Multifocal and AIR OPTIX* plus
HydraGlyde* Multifocal soft contact lenses in all three wearing groups.
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There are two general categories of candidates based on anticipated usage:
those who seek to wear their lenses as their principal means of vision
correction, and those who wish to integrate the use of their contact lenses with
spectacles. The integrative user often seeks to wear their lenses for sports or
other occasional activities while reverting to spectacles under poor lighting or
otherwise demanding vision conditions. In general, even the part-time user
does not require more than a few moments re-adaptation time following an
interval of no lens wear.

While candidates with greater than 1.00 diopter of refractive error have often
been thought of as better candidates than those with low error or emmetropia, this
is a generalization that often does not hold true for a given individual. Success is
influenced by many factors and the eye care professional is encouraged to offer
AIR OPTIX* AQUA Multifocal and AIR OPTIX* plus HydraGlyde* Multifocal
(lotrafilcon B) soft contact lenses to all interested presbyopic patients who
satisfy the standard requirements for soft contact lens wear.

To summarize patient selection, the characteristics of “ideal candidates” and
those that will be more difficult to fit are listed below:

Ideal Candidates

- Refractive cylinder < 1.00 D

- Nearadd>+0.75D

- Attainable visual demands that do not depend upon resolving very fine
(smaller than 20/20 letters) details at both distance and near for extended
periods

- Emphasis on tasks where it is advantageous to have objects
simultaneously in focus over a large range of viewing distances

- Expectations consistent with actual everyday visual demands

- Motivated to wear lenses and understands that vision may not always be
as sharp as with spectacles for some distances or lighting conditions

- Unable to adapt to monovision correction

Less than Ideal Candidates

- Critical or very fine visual demands at both distance and near

- Emerging presbyope with plano or very low distance powers

- Refractive cylinder = 1.50 D (any axis) in one or both eyes or against-the-
rule refractive cylinder > 1.00 D in one or both eyes

- Monocular distance acuities poorer than 20/20 with spherical equivalent
refractive correction

- Myopic anisometropia where the refractive error for one of the two eyes is
low (£1.50 D) and has not been habitually corrected

- Pupil size larger (> 4 mm) or smaller (< 3 mm) than norm for presbyopic
population under natural illumination conditions

- Abnormal binocular sensory function (e.g., amblyopia or strabismus)

- Expectation to discard and never use spectacles again, even for special
tasks or viewing conditions

- Highly satisfied monovision wearers

- Any other contraindications to successful contact lens wear such as tear
abnormality or lid margin disease
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3. Initial Lens Selection
A.Initial Base Curve Selection

AIR OPTIX* AQUA Multifocal and AIR OPTIX* plus HydraGlyde*
Multifocal contact lenses are available in a single 8.6 mm base curve.

B. Initial Lens Power Selection

Note: A careful maximum plus spherocylindrical refraction and
nearpoint add determination should be conducted prior to selecting
an AIR OPTIX* AQUA Multifocal and AIR OPTIX* plus HydraGlyde*
Multifocal trial lens. Some practitioners have reported that adding 0.25D
of plus provides a more efficient fit success. Autorefraction findings
should be refined manually to rule out effects of instrument myopia and
ensure proper control of residual accommodation.

The AIR OPTIX* AQUA Multifocal and AIR OPTIX* plus HydraGlyde*
Multifocal soft contact lens design makes selecting the initial lens power
easy. The optimum starting point is with a power that is more plus or least
minus, vertex-corrected equivalent spectacle refraction.

C.Initial ADD Selection

The AIR OPTIX* AQUA Multifocal and AIR OPTIX* plus HydraGlyde*
Multifocal contact lens 3 ADD SYSTEM allows personalized fitting for
presbyopic patients. The table below makes initial ADD selection easy.

AIR OPTIX* AQUA Multifocal and AIR OPTIX* plus HydraGlyde* Multifocal

ADD Selection
SPECTACLE ADD BOTH EYES
Y
Up to +1.25

bk d
F

+1.50 to +2.00
A 4
ﬂ
+2.25 to +2.50 :

Example 1:
oD os
Spherical Rx: =4.50 -0.75 x 90 -4.00D
Spherical equivalent (least -4.75D -4.00D
minus):
Vertex corrected power: -4.50D -4.00D
Spectacle ADD: +0.75D
Eye Dominance: oD
Initial Trial lens: 4.50L0 -4.00L0
20
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Example 2:

oD (0153
Spherical Rx: +4.25 -0.25 x 180 +4.00 -0.50 x 180
Spherical equivalent +4.25D +3.75D
(least minus):
Vertex corrected power: +4.50D +3.75D
Spectacle ADD: +2.00D
Eye Dominance: oS
Initial Trial lens: +4.50 MED +3.75 MED

4. Initial Lens Fitting Evaluation

a) Insert the lenses selected in Step 3 above. If the exact power is not
available, choose the next closest lens power in your trial set.

b) Allow the lenses to settle on the eyes for approximately 5 to 10 minutes.
This allows time for the patient to adapt to the lenses and time for the lens
to equilibrate with the patient’s tears.

c) Evaluate the fit of the lenses on the eye. The Push-up Test as described
below is an important part of the lens evaluation. The following guidelines
will be helpful in evaluating the physical fit of the lens:

Characteristics of a Well-fitted Lens

A well-fitted AIR OPTIX* AQUA Multifocal and AIR OPTIX* plus

HydraGlyde* Multifocal (lotrafilcon B) contact lens satisfies the following

criteria:

1. Full corneal coverage and good centration (no limbal exposure). A lens
that is decentered >1 mm, regardless of the direction, is less likely to give
adequate vision.

2. Lens movement of 0.3 mm or less should be present to allow tear
exchange under the lens during a blink in primary gaze or upward gaze.

Push-up Test:

* This test is a reliable indicator of a good fit. With the patient
looking straight ahead, place your index finger on the patient’s
lower lid and nudge the edge of the lens upward while
observing lens movement. Then pull the lid back down and
observe the return of the lens.

+ A wellfitted lens will move freely upward, stopping shortly
after passing the limbus and then return freely to its original
position.

3. Good comfort
4. Acceptable visual acuity with over-refraction

Characteristics of a Tight (Steep) Lens Fit

A tight or steep fit should not be dispensed. If a lens fitis judged to be too
steep a flatter lens (larger base curve), if available, should be evaluated. A

tight or steep lens fit would display some or all of the following characteristics:

1. Good centration
2. Insufficient or no lens movement during a blink in primary gaze or upward
gaze

21

CR-6344, v1.0

Page 175 of 259

JJVC Confidential



CR-6344, v1.0

3. Excessive conjunctival drag (visible movement of the conjunctival vessels
when the lens moves during a blink or during the push-up test). Note:
presbyopes often have loose conjunctiva, some conjunctival movement is
occasionally seen and may not be a sign of a tight fit. See Push-up Test
below.

Push-up Test:
+ Atight fitting lens will resist movement. If successfully nudged
upward, the lens may remain decentered or return slowly to its
original position.

4. Good comfort
5. Blurred vision between blinks

Characteristics of a Loose (Flat) Lens Fit

If a lensfit is judged to be too flat a steeper lens (smaller base curve), if
available, should be evaluated. Aloose lens fit would display some or all of
the following characteristics:

1. Decentration

2. Excessive lens movement during the blink in primary or upward gaze

Push-up Test:

+ Aloose fitting lens will move very easily, well beyond the
limbus and possibly encroaching upon or going beyond the
pupil. It will then return very quickly to its original position and
often times return lower than its original position.

3. Reduced comfort
4. Lens edge standoff
5. Blurred vision immediately after the blink

5. Initial Lens Visual Evaluation

While lenses are settling, it is helpful to take the patient from the exam room to
a “real-world” setting such as a room with an outside view. Once an acceptable
fit has been achieved, the visual performance of the lenses may be evaluated.
Visual acuity is tested at distance. If necessary, a spherical over-refraction should
be performed using a trial frame or hand held lenses rather than a phoropter.
This technique is essential when fitting multifocal lenses because it allows the
patient to maintain the head posture and direction of gaze (relationship between
eye and head) that he or she would naturally use during everyday tasks. This
ensures that the visual performance of the lens is being assessed under
conditions where the on-eye positioning matches that which will occur when
the lens is being used, for example, for near work activities. In addition, pupil
size will not be artificially increased by the reduction in light associated with
looking through the aperture of the phoropter cells, or decreased by proximal
cues associated with the nearness of the instrument.

6. Fitting Procedures

Step 1.  After the trial lenses have settled for 15 minutes, measure distance
acuity while the patient is viewing the chart binocularly (i.e.,
simultaneously with both eyes). Next, evaluate the patient’s subjective
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Step 3.

impression of the near vision when trying to read typical everyday
material (e.g., a newspaper, magazine, and cell phone). Lighting and
reading distance should be what is normal for the patient.

If distance or near vision is unsatisfactory, perform a distance over-
refraction on eye as follows. Use hand-held trial lenses and encourage
plus. For example, if a plano and a +0.25D over-refraction yields the
same results, use the +0.25 endpoint. Re-check visual acuity and
visual quality as described in step 1 above. If over-refraction is other
than plano, go immediately to new trial lenses, keeping the ADD the
same.

If distance and near vision are satisfactory, dispense lenses and
remind patient to use good light when reading fine print. It is helpful
to let the patient experience the lenses in their natural environment
before further procedures for enhancing vision are performed.

Enhanced Near Vision. If near vision is unsatisfactory, determine
the dominant eye by the following method. Determine the eye with
greatest plus acceptance by placing +1.50 handheld trial lens over
each eye alternately while patient views the distance with both eyes
open. Consider the eye for which binocular vision blurs least with the
+1.50 to be the non-dominant eye.

Step 4A: Check the patient’s binocular acuity with +0.50 over the non-

dominant eye to determine if near vision is improved and
distance vision is still acceptable. If so, place a new trials lens
with the same ADD on the non-dominant eye, adjusting the
distance power by +0.50.

Enhanced near vislon, Step A

NON-DOMIMANT EYE
SPECTACLE ADD DOMINANT EYE PLUS ACCEPTED)

Up to +1.25
with additional +0.50

+150 o +2.00
with additional +0.50
.

+225 o +2.50 [ W L

with additional +0.50

Next, re-check visual acuity and visual quality as described in
Step 1 above. If satisfactory, dispense new distance lens power
for the non-dominant eye. If near vision is still unsatisfactory,
proceed to Step B:
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Step 4B: [f near vision is still unsatisfactory, adjust ADD as shown below.

Enhanced near vision, Step B

SPECTACLE ADD DOMINANT EYE "c";'igg MINANT E;"'E
Up to +1.25
+1.50 to +2.00
I{‘ y r
422510 4250 (% ]

Note: It is common to question the rather non-intuitive step we suggest for
enhancing vision at near in the HI ADD range, where the suggestion is to
“back-off’to a MED ADD for the non-dominant eye, the same suggestion
we make for enhancing distance vision (below). The reason for this is that
after establishing (in Step A) that increasing plus is not helpful, the next most
common reason for blur at near (or distance) is unacceptable ghosting that
degrades the image quality. Backing down to the MED ADD in one eye can
often relieve that and actually improve vision at near.

Step 5: Enhanced Distance Vision. If distance over-refraction did not
improve visual acuity, adjust ADD according to the chart below.

NON-DOMINANT EYE
SPECTACLE ADD DOMINANT EYE (PLUS ACCEPTED)

+150 to +2.00

+2.25 10 +250 Qg_,

Dispensing Visit (Multifocal lenses)

AIR OPTIX* AQUA Multifocal and AIR OPTIX* plus HydraGlyde* Multifocal
(lotrafilcon B) soft contact lenses are supplied in multipack cartons with individual
foil-sealed lens containers. Locate the opening flap on the multipack carton and
pull up to break the seal.

Thelenses are supplied in an easy-to-open foil container designed to maintain
sterility of the lens and saline storage solution. To open an individual lens
container peel back the lid and carefully remove the lens from its container. (Do
not use tweezers or other tools to remove the lens from the package. This could
damage the lens.)

Conduct the following steps with each patient, even if they have previously worn
contact lenses:

1. Evaluation of Lens Fit

Evaluate lensfit and visual response with the lens on the eye. The criteria of

a well-fitted lens should be met and the patient's visual acuity should be

acceptable. If not, the patient should be refitted with a more appropriate lens.
24
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2. Lens Placement and Removal Directions

Instruct the patient on proper lens placement and removal procedures.
Patients who are unable to place and remove lenses should not be provided
with them.

3. Specific Instructions for Presbyopic Patients

Specific instructions, explanations and demonstrations are important for
optimizing patient success with multifocal contact lenses. The following
information and instructions have proven useful in advising patients who wear
AIR OPTIX* AQUA Multifocal and AIR OPTIX* plus HydraGlyde* soft contact
lenses.

a. A contact lens that contains different powers for distance and near involves
greater technological and optical complexity than does a bifocal or multifocal
spectacle lens. This is because the contact lens moves with the eye, rather
than having the eye move up and down while the lens remains suspended in
a frame. While the contact lens therefore gives an unobstructed field of view
and greater freedom regarding where to look, these advantages may mean
that the sharpness of vision may not always be exactly the same as what
would be experienced with spectacles.

b. Although many individuals use AIR OPTIX* AQUA Multifocal and
AIR OPTIX* plus HydraGlyde* Multifocal soft contact lenses for full-time
wear, it is not unusual to find that there may be some activities where one
prefers to wear spectacles, or where the disadvantages associated with
spectacles are outweighed by other issues. This is an entirely normal and
natural response to the challenges presented by presbyopia.

c. Situations where vision with multifocal contact lenses may be less sharp or
otherwise “different” than what is experienced with spectacles often involve
low illumination (e.g., a semi-dark room), reduced visibility (e.g., outdoor
conditions of fog or heavy rain), or isolated sources of very bright light (e.g.,
headlights of an oncoming vehicle on a narrow country road). Patients
should be instructed to make use of good light when reading fine print.

d. Patients should be aware that it might be advisable to refrain from wearing
their lenses while driving, flying an airplane or operating heavy machinery
under these conditions until they gain some experience with the lenses in a
similar visual environment.

e. Small changes in lens power can often make an enormous difference in
the quality of the vision experienced with multifocal contact lenses. Such
changes can be best tailored to individual needs only after the lenses have
been worn during the tasks and environmental conditions that the patient
will personally encounter on a day-to-day basis. Confidence and assurance
that such refinements, if needed, can be achieved is important for patient
motivation during the initial period of lens wear.
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FITTING GUIDELINES (Monovision)

1. Patient Selection

A) Monovision Needs Assessment

For a good prognosis, the patient should have adequately corrected distance

and near visual acuity in each eye. Patients with reduced visual acuity, such

as the amblyopic patient, may not be a good candidate for monovision.

Occupational and environmental visual demands should be considered.

If the patient requires critical vision (visual acuity and stereopsis), it must

be determined by trial whether this patient can function adequately with

monovision. Monovision contact lens wear may not be optimal for such

activities as:

1. visually demanding situations such as operating potentially dangerous
machinery or performing other potentially hazardous activities; and

2. driving automobiles (e.g., driving at night). Patients who cannot pass
requirements for a driver’s license with monovision correction should not
drive with this correction. An additional over-correction can be prescribed
to improve vision

B) Patient Education

All patients do not function equally well with monovision correction. Patients
may not perform as well for certain tasks with this correction as they have
with bifocal reading glasses. Each patient must understand that monovision,
as well as other presbyopic contact lenses, or other alternatives, can create
a vision compromise that may reduce visual acuity and depth perception for
distance and near tasks. During the fitting process, it is necessary for the
patient to realize the disadvantages as well as the advantages of clear near
vision in straight-ahead and upward gaze that monovision contact lenses
provide compared to spectacle bifocals.

. Eye Selection

Generally, the non-dominant eye is corrected for near vision. The following test
for eye dominance can be used:

A) Ocular Preference Determination Methods

*  Method 1 - Determine which eye is the “sight eye”. Have the patient point
to an object at the far end of the room. Cover one eye. If the patient is
still pointing directly at the object, the eye being used is the dominant
(sighting) eye.

. Method 2 - Determine which eye will accept the added power for near
with the least reduction in distance vision. Place a trial spectacle near
add lens in front of one eye and then the other while the distance
refractive error correction is in place for both eyes. Determine whether
the patient functions best with the near add lens over the right or left eye.

B) Refractive Error Method

+  Foranisometropic corrections, it is generally best to fit the more
hyperopic (less myopic) eye for distance and the more myopic (less
hyperopic) eye for near.
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C) Visual Demands Method
Consider the patient’s occupatlon during the eye selection process to
determine the critical vision requirements. If a patient’s gaze for near
tasks is usually in one direction, correct the eye on that side for near.

Example:

A person who places copy to the left side of the desk will usually function
best with the near lens on the left eye.

3. Special Fitting Considerations

Unilateral Lens Correction

There are circumstances where only one contact lens is required. As an
example, an emmetropic patient would only require a near lens while a
bilateral myope may require only a distance lens.
* Examples:
+ Emmetrope: A presbyopic emmetropic patient who requires a +1.75
diopter add would have a +1.75 lens on the near eye and the other eye
left without a lens.

 Bilateral myope: A presbyopic patient requiring a +1.50 diopter add
who is -2.50 diopters myopic in the right eye and -1.50 diopters myopic
in the left eye may have the right eye corrected for distance and the left
uncorrected for near.

 Unilateral astigmat:

a) Emmetropic in one eye, astigmatic in the other

Spectacle Rx Potential Monovision Rx
O.D. Plano Uncorrected for distance
0O.S. -1.00 -1.00 x 090 +0.50 -1.00 x 090 for near
Add: +1.50

b) Myopic in one eye, astigmatic in the other
Spectacle Rx Potential Monovision Rx
O.D. -1.50 Uncorrected for near

0.S. -2.00-1.75x090  -2.00 -1.75 x 090 for distance
Amblyopia
The amblyopic patient may not be a good candidate for monovision.
Astigmatism
Although patients with less than 1.50 diopters of astigmatism might be
successfully fitin AIR OPTIX* AQUA and AIR OPTIX* plus HydraGlyde*
(lotrafilcon B) spherical lenses, patients with = 0.75 diopters of astigmatism
might be better candidates for monovision using AIR OPTIX* for Astigmatism

and AIR OPTIX* plus HydraGlyde* for Astigmatism (lotrafilcon B) toric soft
contact lenses (check available cylinder powers).
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» Determine which eye to use for the near prescription (see Eye Selection,
A-C, above)

» Add the appropriate near add power to the spherical component of the
astigmatic prescription for that eye.

Example: Spectacle Rx Potential Monovision Rx
0.D.: -2.50 - 0.75x 180 -2.50 -0.75 x 180 for distance
0.S.: -3.00-1.75x 165 -2.00 -1.75 x 165 for near
Add: +1.00
Dominant Eye: O.D.

Near Add Determination

Always prescribe the lens power for the near eye that provides optimal near
acuity at the midpoint of the patient’s habitual reading distance. However, when
more than one power provides optimal reading performance, prescribe the least
plus (most minus) of the powers.

Trial Lens Fitting

Atrial lensfitting is performed in the office to allow the patient to experience
monovision correction. Lenses are fit according to the directions in the Fitting
Guidelines and Base Curve Selection sections described earlier in the guide.

Case history and standard clinical evaluation procedures should be used to
determine the suitability of monovision. Determine which eye is to be corrected for
distance and which eye is to be corrected for near. Next determine the near add.
With trial lenses of the proper power in place, observe the reaction to this mode
of correction.

Immediately after the correct power lenses are in place, walk across the room and
have the patient look at you. Assess the patient’s reaction to distance vision under
these circumstances. Then have the patient look at familiar near objects such as
a watch face or fingernails. Again assess the reaction. As the patient continues to
look around the room at both near and distance objects, observe the reactions.
Only after these vision tasks are completed, should the patient be asked to read
print. Evaluate the patient’s reaction to large print (e.g., typewritten copy) at first
and then graduate to news print and finally smaller type sizes.

After evaluating the patient’s performance under the above conditions, tests of
visual acuity and reading ability under conditions of moderately dim illumination
should be attempted.

An initial unfavorable response in the office, while indicative of a less favorable
prognosis, should not immediately rule out a more extensive trial under the usual
conditions in which a patient functions.

Adaptation

Visually demanding situations should be avoided during the initial wearing
period. A patient may at first experience some mild blurred vision, dizziness,
headaches, and feeling of slight imbalance. You should explain the adaptational
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symptoms to the patient. These symptoms may last for a few minutes or for
several weeks. The longer these symptoms persist, the poorer the chance for
successful adaptation.

To help in the adaptation process, the patient can be advised to first use the
lenses in a comfortable, familiar environment such as in the home.

Some patients feel that automobile driving performance may not be optimal during
the adaptation process. This is particularly true when driving at night. Before
driving a motor vehicle, it is recommended that patients be a passenger first to
make sure that their vision is satisfactory for operating an automobile. During the
first several weeks of wear (when adaptation is occurring), it may be advisable
for the patient to only drive under optimal driving conditions. After adaptation,
and success with these activities, the patient should be able to drive under other
conditions with caution.

Other Suggestions

The success of the monovision technique may be further improved by having
your patient follow the suggestions below:

» Have a third contact lens (distance power) to use when critical distance
viewing is needed.

» Have a third contact lens (near power) to use when critical near viewing is
needed.

» Have supplemental spectacles to wear over the monovision contact lenses
for specific visual tasks. This is particularly applicable for those patients who
cannot meet driver’s licensing requirements with a monovision correction.

» Make use of proper illumination when carrying out visual tasks.

Success in fitting monovision can be improved by the following suggestions:
* Reverse the distance and near eyes if a patient is having trouble adapting.
» Refine the lens powers if there is trouble with adaptation. Accurate lens
power is critical for presbyopic patients.
» Emphasize the benefits of the clear near vision in straight ahead and
upward gaze with monovision.

The decision to fit a patient with a monovision correction is most appropriately
left to the eye care professional in conjunction with the patient after carefully
considering the patient's needs. All patients should be supplied with a copy of
the Patient instruction Booklet, which contains important instructions for the
monovision wearer. You can obtain copies of the booklet by contacting an Alcon
customer service representative in the USA at (800) 241- 5999.
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DISPENSING VISIT

To help ensure patient success the following steps should be conducted
with each patient, even if they have previously worn contact lenses. Even
experienced wearers are prone to develop bad habits over time.

AIR OPTIX* AQUA, AIR OPTIX* plus HydraGlyde*, AIR OPTIX* for
Astigmatism, AIR OPTIX* plus HydraGlyde* for Astigmatism, AIR OPTIX*
AQUA Multifocal and AIR OPTIX* plus HydraGlyde* Multifocal (lotrafilcon
B) soft contact lenses are supplied sterile in foil sealed blister pack containers.
Open the foil pack by peeling back the foil lidding material and gently slide the
lens out of the container with your finger, or pour the lens onto the palm of your
clean hand.

Conduct the following steps with each patient, even if they have previously worn

contact lenses:

A.Verification of Lens Fit
Evaluate lens fit and visual response with the lens on the eye. The criteria
of a well-fitted lens should be met and the patient’s visual acuity should be
acceptable. If not, the patient should be refitted with a more appropriate
lens.

B.Hygiene and Lens Handling Instructions
Good hygiene and proper lens handling are important factors in
achieving safe, comfortable lens wear. Instruct the patient on hygiene and
handling of lenses. Patients who are unable to place and remove lenses
should not be provided with them.

C.Lens Wear and Replacement Schedules (see Package Insert)
Prescribe and explain the patient’s wearing and replacement schedules.

D.Lens Care Directions (see Package Insert)

Recommend an appropriate cleaning, rinsing, and disinfecting system, and
provide the patient with instructions for proper lens care, including the case.

E. Additional Instructions
Review the Package Insert
Provide the patient with all relevant information and precautions on the
proper use of the lenses that are prescribed.

Provide the Patient Instruction Booklet for AIR OPTIX* AQUA,

AIR OPTIX* plus HydraGlyde*, AIR OPTIX* for Astigmatism, AIR OPTIX*

plus HydraGlyde* for Astigmatism AIR OPTIX* AQUA Multifocal and
AIR OPTIX* plus HydraGlyde*Multifocal (lotrafilcon B) soft contact
lenses

Give the patient a copy of the Patient Instruction Booklet for the contact
lenses you have prescribed. Review the contents so the patient clearly
understands the prescribed lens wear, care, and replacement schedule.

You can obtain copies of the instruction book by contacting Alcon customer

service in the USA at (800) 241-5999.
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FOLLOW-UP EXAMINATIONS

Follow-up care is extremely important for continued successful contact lens

wear and for monitoring the patient’s ocular response to lens wear. Follow-

up care should include:

+ Case history, including questions to identify any problems related to
contact lens wear

+ Management of specific problems, if any, and

» Areview with the patient of the lens wearing schedule, replacement
schedule, and proper lens care and handling procedures.

Follow-up Examination Procedures

* Prior to a follow-up examination, the contact lenses should be worn for at
least four continuous hours.

» Record patient’s symptoms, if any.

» Measure visual acuity monocularly and binocularly with the contact
lenses in place.

» Perform an over-refraction to check for residual refractive error.

+ With a biomicroscope, evaluate lensfitting characteristics and examine
the lens surface for deposits.

+ Remove the lenses and conduct a thorough biomicroscopic examination
with fluorescein. Rinse eyes with saline before re-inserting lenses.

« Evert upper lids to determine condition of tarsal conjunctiva.

+ Periodically perform keratometry and spectacle refractions. These results
should be recorded to compare to the initial measurements.

+ If any observations are abnormal, use professional judgment to
manage the problem and restore the eye to optimal conditions. If visual
requirements are not satisfied during any follow-up examination, the
patient should be re-fitted with a more appropriate lens.

LENS HANDLING HINTS
Lens Insertion

+ When about to place the lens on the eye, make sure the lens sits up on
the placement finger. The finger should be dry so surface tension does
not cause the lens to adhere to the finger.

» Check to see that the lensiis right side out. Alens that is placed on the
eye inside out may not feel comfortable or provide good vision.

One way to do this is to place the lens between your thumb and index
finger and squeeze the edges together gently.
+ If the edges come together, the lens is right side out.
« Ifthe edges turn outward, the lens is wrong side out. Carefully
reverse it with your fingers.
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Another way is to place the lens on the tip of your index finger and check
its shape.
+ If the edge appears bowl-shaped, it is right side out.
* If the edge has a lip or flares outward, it is wrong side out and must
be reversed.

Correct Incorrect

The lens may be engraved with “CIBA". If the lens is engraved, look at
the lens engraving at the edge of the lens.
* Place the lens on the tip of your index finger and hold it up against a
light source.
« |fthe lens is right side out, you should be able to read “CIBA” at
the edge of the lens. If the lensis inside out, the engravings will be
reversed. Carefully turn the lens right side out with your fingers.

Incomect

* Place the lens directly onto the cornea (placing it on the lower sclera
can lead to the lens folding after a blink). While continuing to hold both
lids in place, the patient should look down to seat the lens. Thelids
may then be released.

Lens Removal

» Toremove the lens from the cornea, assure that the fingers are clean and dry.

+ Slide the lens off the cornea (down or to the side) onto the sclera. This
produces a fold in the lens, which assists in removal. With the index finger and
thumb, gently pinch the lens off the eye.

* Remember to remove the same lens first (right or left), then the other lens.
This helps avoid getting the lenses mixed up.

» |t may be easier to remove contact lenses if you use rewetting drops
(approved for use with soft lenses) recommended by the eye care professional
10 to 15 minutes before lens removal. This will also help prevent lens tearing
during the removal process.

Care for a Sticking Lens

+ Ifthe lens sticks (stops moving) or begins to dry on the eye, instruct the
patient to apply several drops of a recommended lubricating solution (used
in accordance with package labeling). The patient should wait until the lens
begins to move freely on the eye before attempting to remove it. If the lens
continues to stick, the patient should IMMEDIATELY consult the eye care
professional.
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IN OFFICE CARE OF TRIAL LENSES

Eye care professionals should understand and educate contact lens technicians
concerning proper use of trial lenses.

- Each contact lens is shipped sterile in a sealed blister pack containing phosphate
buffered saline solution with or without additives. Hands should be thoroughly
washed and rinsed and dried with a lint-free towel prior to handling a lens. In
order to insure sterility, the blister pack should not be opened until immediately
prior to use.

- Forfitting and diagnostic purposes, the lenses should be disposed of after a
single use and not be re-used from patient to patient.

ADDITIONAL INFORMATION

Alcon is pleased to assist with fitting or clinical questions regarding AIR OPTIX*
AQUA, AIR OPTIX* plus HydraGlyde*, AIR OPTIX* for Astigmatism,

AIR OPTIX* plus HydraGlyde* for Astigmatism, AIR OPTIX* AQUA Multifocal
and AIR OPTIX* plus HydraGlyde* Multifocal (lotrafilcon B) soft contact
lenses. Eye care professionals having questions or problems should contact the
Alcon Technical Consultation department, in the USA at (800) 241-7468. To order
these contact lenses contact your Alcon sales representative or call Customer
Service, in the USA at (800) 241-5999.
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For minus lenses, read left to right; for plus lenses, read right to left.

VERTEX DISTANCE CONVERSION CHART

(12 mm Vertex Distance)

4.00
4.25
4.50
4.75
5.00
5.12
5.37
5.50
5.62
5.75
5.87
6.00
6.12
6.37
6.50
6.62
6.75
6.87
7.00
7.12
7.37

+
3.87
4.00
4.25
4.50
4.75
4.87
5.00
5.12
5.25
5.37
5.50
5.62
5.75
5.87
6.00
6.12
6.25
6.37
6.50
6.62
6.75

7.50
7.62
7.75
7.87
8.00
8.12
8.25
8.50
8.75
9.00
9.25
9.50
9.75
10.00
10.25
10.50
10.75
11.00
11.25
11.50
11.75

+

6.87 12.00
7.00 12.50
712 12.75
7.25 13.00
7.37 13.50
7.50 13.75
7.62 14.00
7.75 14.25
8.00 14.75
8.25 15.00
8.37 15.50
8.62 15.75
8.75 16.25
9.00 16.75
9.12 17.00
9.256 17.25
9.37 17.62
9.62 18.00
9.75 18.12
10.00 18.50

10.25 18.75
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+
10.37
10.75
11.00
11.25
11.50
11.75
12.00
12.25
12.50
12.75
12.75
13.25
13.50
13.75
14.00
14.25
14.37
14.50
14.75
15.00
15.25
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19.00
19.25
19.25
19.75
20.00
20.25
20.50
20.75
21.00
21.25
21.75
22.25
22.50
23.00
23.50
23.75
24.25
24.75
25.00
25.50
26.00

+
15.50
15.62
15.75
16.00
16.12
16.25
16.50
16.62
16.75
17.00
17.25
17.50
17.75
18.00
18.25
18.50
18.75
19.00
19.25
19.50
19.75

JJVC Confidential



CR-6344, v1.0

AR GETHE AUUS, AIR GRTIE plus % R OPTE o Ao atism, &% DBVIHP g
Mm m}gﬂn*ﬁ:rm;mm iR £ Butifpesl AR e Hydraiyde® Multiesal, | apwnrnag
BRI et st o 0 e e s omnE ol s et o fvm e o, T g ot e et o
n-.l!f-mmmm-n m-;;i-_"" ¥4 BROBI0E S0 RESS: | ﬂ -Wli—l—i- Em
JEm e bR bW Dl T 70 000 NI AFOEHE B AU EESSET VRIS WP ST
i e o0 a e I! i pk “%;’wdmmmmuwmm
;S 3l g, o bl ot
PRSDNET I VRS 74 AR, hanetia P Sanaacs Al Tk I PAEIAT Y i iy
ARSI R A T syl TR by it e s il i Pt -
==E Dwg ESE- *' thre rroedl e povink ey . L 7 ) EXSRACH) RERY IRARE X UnRRAtK:, ECA, SOMK)
m“ﬁmd 1 o Mrecioud ol ives sl S ,-"‘3"“..‘_“ Lioed e ms‘m o P 1 e pe s 1
990, e ot 1P o B, oo oo ‘e, e ot oy b A o e | SR e st et s oty
i e e Sy SR O G A5 R 4 TS R o R,
wigh ey redg 2, T ey B wser i + B Socinte [ra— S 7 o s e 0 B,
i 50 ot of o, ol pcDonds a ey porosag el ool D T e 0 A 0 P o gl
. mmm vk ity e e 8 O il g
& e ¢ 2| ¥ eee ahiaedl eperteecs o « Elereniments Fameg. oo, ﬂmmumﬂluﬂh
& immz #l‘ﬁm % mAERSEdnn Runrieny,
s e g, et o ey e e s s Shok g, .
mm&?ﬁiumlmm N o sy b o oo . mmmmwmmmw
 fove Patssecduty m“ B patlpnt o} pigni B, i of dpsofnphng M A D T
o Dot Hege: YiDo 152k . .
: By i b e st e | - B
xS Rz B 51 s Wrcoon. Y o of eep o et vt | ol peanancan:
« dorn Paesestans danlub? smann et st | by s b ko o v e o et s
W TETI Sk b5 ondndank & dnachanant annd ol sonasdnaiie, mvine e sumagricln masulachansy
+ Dear Dheadaa: “dima . PR Bk K B UV LAEAAR SRS K0 a2, [l s s it LSS SR
7 G T e ) etk & By U P, cronagest o e ks e o e
1 Eana « T e st Voron (o veoe o Indeot v v . bl v b et e
- Mmntme 05 400 B RO0E-MAN | e o e s T My s Dy s e i e b
o Rt sz s iy Tt e it B s e e S
& 4 A TR
e vl B il o DR U8 TR 1050 Bl A 15 R PR PR 0|
& Do oo, A T e e W, e v B |
M S g A v P O R WA 5 . "
- R

= Ybeor P 128 -0 B B 08 s, B - ALK It

mmummnmm 48 GO0 L
ST,

a5 IR SGB0E
wul <SGl ] BROEIHE  Covgut il el by i o oo il st sy
a ﬁﬁunamwmq BT AR Il o e """“"“m;_‘v_‘ e e gmﬁg&mﬁmm
ot arabanions) srand ) damtarkfie o 1oa e s Pl hass
N ZETIR" Sor ABEESEANS 4 MR T 2 MRt BATOTIRLSS 40 554 PAST, P UG Q23T e s g s ot 3 P
mm W:E:‘m R & ELLTE Elﬁgdw“mw wmm
: L&m SIS 81000 v vl ) i e ol 0y i g, R e £ s A -;
[r=y b V% £ DOFIOTYINGN & Vil 60 prodrudonal ot tepatorers pach searen e rannmanaxlad by
R e e e L 140 s A B mammymmmm‘wmm-mmm . m -
- TR i o, ¥ M gEe ot
3 ﬂwm}!}g«.}wam&wm m%mmmxm#anwmn mnmnm:mmmgm
M hn'“’gjmm- ® n—ﬂ-mimﬂ-—h—-ﬂ
frthotld i . wwam«lﬂwm RN EHY o
e e . . u—-m—h:n-:\--—-n BBy i e G o sy
: W mmnamumww sy koot S ot s St T "] mmmmmmamm&m
+ P * (wm mmnm‘;m R 560 0 1 : mmm THER T
‘Wt Fmar pitmn k- FO.000) 5 200 e el brerms o m.,y
R o et e o mnm,nmn-@?} ko) WSGUTAGI i i ey Al g bl
o Lo, 30, Haah it M resinreed oy s e et stact o et ba i,
© e B et AP G s chorgh e ot ok per . séthuesgyal b
Eooeet A ez ol
B e R A R B e R gramal e e e v s o i uﬁﬁﬁm e
by w.m . v R R RPN STt i 0T PP i P00s Yoo 2el B0 | "mmm
mmmmamﬁmmmmﬂ% e s e e ion 3 st 2
Rl AT WSl o 5 F e Al &ﬁ#m S ekl ol £t R Stk
L= s
{hed ot o il et iy . o e e vt arty s s 93 il e
* e o e b e ar ehanpar & Yane Elavutnad nay e b ngann or M“mum mwnmmmm
comicion o e F, e T # im0 ey wwu
mmmwuﬂ amémimfw# N Mw%‘m‘zmmwmw m#mmmﬂ * Faekeg o meEmtiirg n
+ BRI S8 R 830 A (STER i HEEERS e SRR b ol i : .a,._."..,..
i ot o e, S s sarcer of SRR G O 78 e o R . e s
e L L, . gy iF m.mmnazmmm
. sran ke hacee] o e
!.mmfm;,ﬂ’ m&:ﬂ&ggm m = M ""“"m
Tr jan | 1 prBec ot b W r
uﬁnmm#ﬁ?&n ke et Fgmret
m oo ol o oo, g rvsmnanaened by ERTTEEAD
o s X - ot o e vl o s e
e o o o e sk g ot eyt © LU L B0 o o s QR e
= Tl a infoskon of €2 it sty of L By e A i Ty Kt JR Pt
- A RS i, FARY & NP MBS nnmwgm e e H nnuww mm:amanﬂm.mm
. wm.mwgai’wmsr + Axnyyy Saneha tanmnd mmm Pase W 7HRE 57 R RN % R |
= e foa i iy e it ey e e e ra et whhom inf o e . Lenasy !\dhl-ww i, e e ek
o ol ey SOG4 55 CoRARCHLE lmm W"m r-wntw
:g.w e “ ThEA N o ) % ek -
mlmmm
e o b3 O

of o oo
aved i gy oy e

+ Febiont boskory of recuTig sve e gl v iects
memmﬁa%wmm
i etk o v

¥ aow hosareo ned e Irfbeant

* mmmmmnnaulminmmm

Wmmmm
LN eding. 1
el b

TaR-Ferrener] o Oun e oomtbae, T patier

nnmn SO mAsTAr N B T
TRt RS B TRy S s POFRATR
B rm e e o

i s e e et RO 1 M U
- mmwmmhmmwwu

36

Page 190 of 259

mamﬁwm

JJVC Confidential



CR-6344, v1.0

A>Tl T

RO, AOTPONS: 00000 NR0S08, NOCHRESN0ROne. SAGOTON arge o 35 901 00140, CAOHOORE, FOREUNARE S0 05400, DODOS G00C, O
ek KR R o < R vl R s R ey
. e g kbe R o onen 1 by el — —— i
41888 nALAR? hasa teaRmRS dhut KAt ane aanaent (o it Rl et - - 2 Dris e aduien,
goniand basoa. & dneas Www;ﬂs‘m& —— — — o ko sy Me aohfong ook peen 00 a0 Snaer ool Sl hiion
A e m t&mﬁuwmm A sty i By B st
o e 300 (2] —— 2 Borbpws e reanudotine’e ghtcdinne dor ann ot leen vone,
, fntlee g Iy s ' > agtarkinets
T e #, ——_—.m? - -
= mﬂnmm&mmx&h&mymx it oo, Cor M o o o g e
« _vl.v. ‘C-CL =
4 ﬁm»’”’““&f&m mmaym\ G T2 - -.-T T mmm T ——
- =
gm%mmmmwr ks e e e mmmmwmmmmmm
)
% e ST 4nr godnioan, sy i el et diansls, chags,
S 7 o KB 1
hammm - BRI VTS DARR DO, ammmmmmmmm
e B eamlnet fanass, At ks O K ity ]
! . fm EM 8 (55338 FEREAGE
LAY SN it RERISIY LAY ety i i A N
ma‘mw@“ﬁﬁwm“waw = el e s e 3 el e il g s v § s i s
e SRR 5 1 205 8 RPN AR L O 308G DITTUUATELY sl . B B 000U
hen G I mmene Ll T e byl e
et B jil i gt s
a 2 e L} kel
i i e ek o ol s
” plia 7 ey mmdmmawmmwhwxmhm
#..,umort-<inmr. :;mwwaﬁ?w mmmmmwﬁmsnmwmm
|\'|n'l\|h| meynnm © S Rire Sl
o 3 cod OO KT 0 D300 RURAR Sl DG 100 4 B T BE0GES 50T 0% 2000000 1003 1 CEREOD 08 0oy WO et
7 = o m&m R AR e, %mmww
# T antmah & W0 Gt IR S AR ARt G JRUBRY 4 TR e Dunannclahan D) s sudtan, st e
450 ety bifktban fon e ahistan 1] s bl 30 et » mmmmmmm &m
st g oy e e, 0 oA et b e - PR S R o D
mwwmmmwmammm RS HOTLED
B e s g ey e
b - i
- A TR Y rasgtoes Balteat

Htens Fxts e Eatnets Hion rhlz efeentan i dxhariane.

o Thie s i e o et akoe v nckos g ot
e wolood.
et S P, e o I
oA, 1588175 o AR o ey et s e o e s e it et
, It [ ien o St TN AR 3 UKL YE S ol BT
o A 0 0 oreiis R
B el ® mﬁmmmmmwmmw

- h-_mmmmmzmam
ot ey

T S S5 TSI I 46 T RSB L
Mwwwngm:mwmmfm“
m\iﬁ R RS,

i
#
i
i

+ BTN EA 0 S,
+ 165 BIR O SRR F IO AR

Loves fovorifor Sndraoiiooy

o 8 i, B

anwed,
= e aheee o oo U of sy shean wrad b Fras
ey

9 Bt
Ut P Eeiee 41 8 e Man o N
bR e g o

L i e ws o 28 w1
M e o
: mfﬁ

LR ‘dee oo enishion eyoed Yo secord st coudd memdt b
et ==

?‘i ! BTl

T B R PR « Sopoho bl VPOBAERR

oo AR,
szue buinzcions e (ol b & Jene cheuring perlect, beseotrty you mid
dlm'ﬂlﬂﬁﬁﬁm‘lﬂi o LB i‘w
et ot e awch
RER DR PR St o2 OFR-TREES

Furckbris® NUR pames

= LU off it SERBONER chesBnar 6 39rRianel Bel ey e FACOBHEted F e
ey peoftond Fwenenisl

' Lenm coeerPDii vt on ateashes e shoares much ee OFFLDLERT R
DBy Cnnrax funa s Bt w2 P reaommsmansied,

s

ot Roedonetiocerfor i Loy Seee

Gt o v kel o sy ant o et

e tr

sery vt e gt oo vl gk o e
e Frss g s

Fre e _mp.umuun‘:m“"‘“ﬁ."

LA, S {880 120 B (¥ori

s g s e
B Heniachan ot e ot
88 Eusaian

B0 Coea wth veE O
ke fiy em ﬁ’!ﬂsﬂ.ﬁu!m& e

+ T = i v Y o
s

===l
i Ra.
N F - —
T
[

mhﬂhmmﬁm—uu&-

i:ﬂ-tc-ni-“ﬂ:h—-:
me_nmmmmun

oo

E&hmbhﬁﬂhhﬂdih“
S,

37

Page 191 of 259

JJVC Confidential



CR-6344, v1.0

LENS CARE PRODUCT CHART FOR SOFT CONTACT LENSES

CLEAR CARE?* Cleaning &
Disinfecting Solution

CLEAR CARE* PLUS Cleaning &
Disinfecting Solution

OPTI-FREE* PureMoist* Multi-
Purpose Disinfecting Solution

Other ALCON® Lens Care Products

OPTI-FREE* Rewetting Drops

CLEAR CARE* RINSE & GO*
Rinsing Solution

3% Hydrogen peroxide based solution
for cleaning, disinfecting & protein
removal

3% Hydrogen peroxide based solution for
cleaning, disinfecting & protein removal.
Contains HydraGlyde* Moisture Matrix
multi-functional block copolymer that is
primarily designed for wetting and
lubricating silicone hydrogel lenses.

Multi-purpose solution for cleaning,
rinsing, disinfecting, and protein removal.
Contains HydraGlyde* Moisture Matrix
multi-functional block copolymer that

is primarily designed for wetting and
lubricating silicone hydrogel lenses.

Lubricating and rewetting

Rinsing and storage
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APPENDIX I: CLINICAL TECHNICAL PROCEDURES (CTP)

LIMBAL & CONJUNCTIVAL (BULBAR) REDNESS
EXPANDED SODIUM FLUORESCEIN CORNEAL STAINING

DETERMINATION OF NEAR ADD
NEAR logMAR VISUAL ACUITY MEASUREMENT PROCEDURE
LENS FITTING CHARACTERISTICS

SUBJECT REPORTED OCULAR SYMPTOMS

DETERMINATION OF DISTANCE SPHEROCYLINDRICAL
REFRACTIONS

BIOMICROSCOPY SCALE

KERATOMETRY

DISTANCE AND NEAR VISUAL ACUITY EVALUATION

ETDRS DISTANCE VISUAL ACUITY MEASURMENT PROCEDURE
VISUAL ACUITY CHART LUMINANCE AND ROOM ILLUMINATION

TESTING
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Limbal & Conjunctival (Bulbar) Redness
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Attachment A Efron Grading Scale for Limbal Redness (0.5 unit increments)
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Attachment B Efron Grading Scale for Limbal Redness (1.0 unit increments)
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Attachment C  Efron Grading Scale for Bulbar Redness (0.5 unit increments)
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Attachment D Efron Grading Scale for Bulbar Redness (1.0 unit increments)
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Attachment E
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B EXPANDED SODIUM FLUORESCEIN CORNEAL STAINING
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Expanded Sodium Fluorescein Corneal Staining
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Determination of Near Addition
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Attachment A
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Attachment B
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B \EAR LOGMAR VISUAL ACUITY MEASUREMENT PROCEDURE
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_ Near LogMAR Visual Acuity Measurement Procedure
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Lens Fitting Characteristics
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Attachment A Example of Lens Centration Rating
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Attachment B Example of Evaluation of Primary Gaze Movement
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MOVEMENT
Minimal, Acceptable (-1)
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B SUBJECT REPORTED OCULAR SYMPTOMS
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Subject Reported Ocular Symptoms/Problems
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DETERMINATION OF DISTANCE SPHEROCYLINDRICAL
REFRACTIONS
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Determination of Distance Spherocylindrical Refractions
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B BIOMICROSCOPY SCALE
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BN KERATOMETRY
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Keratometry Procedure
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B DISTANCE AND NEAR VISUAL ACUITY EVALUATION

CR-6344, v1.0 JJVC Confidential

Page 244 of 259



Title: Distance and Near Visual Acuity Evaluation
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Title: Distance and Near Visual Acuity Evaluation
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Title: Distance and Near Visual Acuity Evaluation
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Distance and Near Visual Acuity Evaluation
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ATTACHMENT A
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B L TDRS DISTANCE VISUAL ACUITY MEASURMENT PROCEDURE
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Title: Distance LogMAR Visual Acuity Measurement Procedure
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Title: Distance LogMAR Visual Acuity Measurement Procedure
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Title: Distance LogMAR Visual Acuity Measurement Procedure
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‘ The training requirement for this document is “Read Only.”
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B VISUAL ACUITY CHART LUMINANCE AND ROOM ILLUMINATION
TESTING

CR-6344, v1.0 JJVC Confidential

Page 253 of 259



Title: Visual Acuity Chart Luminance and Room Illumination Testing

. - ——

=

Pagelof 5

CR-6344, v1.0 JIVC Confidential




Visual Acuity Chart Luminance and Room Illumination Testing
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Title: Visual Acuity Chart Luminance and Room Illumination Testing
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Visual Acuity Chart Luminance and Room Illumination Testing
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Visual Acuity Chart Luminance and Room Illumination Testing
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PROTOCOL COMPLIANCE INVESTIGATOR(S) SIGNATURE PAGE

Protocol Number and Title: CR-6344 Protocol Title Comparison of Two Silicone Hydrogel
Multifocal Contact Lenses
Version and Date: 1.0 19 July 2019

I have read and understand the protocol specified above and agree on its content.

I agree to conduct this study according to ISO 14155,! GCP and ICH guidelines,’ the
Declaration of Helsinki,®> United States (US) Code of Federal Regulations (CFR),* and the
pertinent individual country laws/regulations and to comply with its obligations, subject to
ethical and safety considerations. The Principal Investigator is responsible for ensuring that
all clinical site personnel, including Sub-Investigators adhere to all ICH? regulations and
GCP guidelines regarding clinical trials during and after study completion.

I will assure that no deviation from, or changes to the protocol will take place without prior
agreement from the Sponsor and documented approval from the Institutional Review Board
(IRB), except where necessary to eliminate an immediate hazard(s) to the trial participants.

I am responsible for ensuring that all clinical site personnel including Sub-Investigators
adhere to all ICH? regulations and GCP guidelines regarding clinical trials during and after
study completion.

All clinical site personnel involved in the conduct of this study have completed Human
Subjects Protection Training.

I agree to ensure that all clinical site personnel involved in the conduct of this study are
informed about their obligations in meeting the above commitments.

I shall not disclose the information contained in this protocol or any results obtained from
this study without written authorization.

Principal

Investigator:
Signature Date
Name and Professional Position (Printed)

Institution/Site:
Institution/Site Name
Institution/Site Address
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