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PROTOCOL TITLE, NUMBER, VERSION AND DATE

Title: Evaluation of Lens Rotation in Habitual Wearers of Toric, Soft Contact Lenses
Protocol Number: CR-6576

Version: 1.0

Date: 03 October 2024

SPONSOR NAME AND ADDRESS

Johnson & Johnson Vision Care, Inc. (JIVC)
7500 Centurion Parkway
Jacksonville, FL 32256

MEDICAL MONITOR

The Medical Monitor must be notified by the clinical institution/site by e-mail or telephone within 24 hours of
learning of a Serious Adverse Event. The Medical Monitor may be contacted during business hours for adverse
event questions. General study related questions should be directed towards the assigned clinical research
associate.

The Medical Monitoring Plan is maintained as a separate document and included in the Trial Master File.
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AUTHORIZED SIGNATURES

The signatures below constitute the approval of this protocol and the attachments and provide the necessary
assurances that this trial will be conducted according to all stipulations of the protocol. including all statements
regarding confidentiality, and according to local legal and regulatory requirements, ISO 14155:2020.! Declaration
of Helsinki’ , and the United States (US) Code of Federal Regulations (CFR)>. and International Council for
Harmonization Good Clinical Practice E6(R2) (ICH GCP)*

Author & Study

Responsible Clinician See Electronic Signature Report
|
Clinical Operations
Manager See Electronic Signature Report
_ DATE
Co-Author
DATE
Biostatistician See Electronic Signature Report
- DATE
Data Management See Electronic Signature Report
— DATE
Medical Safety Officer See Electronic Signature Report
- DATE
Medical Monitor See Electronic Signature Report
Platform Lead/Project
Lead/Director See Electronic Signature Report
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SYNOPSIS
Protocol Title Evaluation of Lens Rotation in Habitual Wearers of Toric, Soft Contact
Lenses
Sponsor JIVC, 7500 Centurion Parkway. Jacksonville, FL 32256
Clinical Phase Clinical trial phase: Feasibility
Design control phase: Development phase, phase 0.
Trial Registration This study will be registered on ClinicalTrials.gov by the sponsor.
Test Article(s) Investigational Products: None
Approved Products (locally sourced by research site):
1. ACUVUE® OASYS 1-Day for Astigmatism (AO1DfA) contact
lenses for Johnson and Johnson Vision Inc. (Test Lens)
2. Dailies® Totall for Astigmatism (DT1fA) contact lenses from
Alcon Inc. (Control Lens)
Wear and Replacement Wear Schedule: daily wear
Schedules Replacement Schedule: daily disposable
Objectives Primary Objective:
The primary objective of this study is to measure the monocular distance
(6m) logMAR visual acuity with each study lens (Test lens and Control
lens) after lens fitting.
Other (Exploratory) Objectives:
The exploratory objectives of this study include changes in lens orientation
after settling and over time with an automated lens tracking system: VAS
scores after lens fitting for vision. comfort and handling; and lens
orientation at 1. 3. and 15-minutes following insertion. Adverse events and
slit lamp findings will also be monitored and collected.
Study Endpoints Primary Efficacy Endpoint:
1. Distance Visual Acuity
Other (Exploratory) Efficacy Endpoints:
1. Lens orientation measured over time with an automated lens
tracking system following intentional misalignment
2. Lens orientation recorded with an automated lens tracking system
following eye movements
3. Settling Time following intentional misalignment
4. Toric Lens orientation at 1-. 3-. and 15-minutes following
insertion
5. Subjective Vision. Comfort and Handling Scores approximately
15-minutes after lens insertion
Other Safety Endpoints:
1. Adverse Events (AEs)
2. Slit Lamp Findings (SLFs)
CR-6576,v 1.0 JIVC CONFIDENTIAL
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Study Design

This will be a single site. 2-visit. randomized. controlled. single-masked.
non-dispensing, bilateral wear. 2x2 cross-over study. Each subject will be
randomly assigned to one of two wear sequences. There will be a washout
period of 1-10 days in between the visits.

There will be a total of 2 visits:

Visit 1: Screening. baseline evaluation and lens fit #1

Visit 2: Continuance, lens fit #2. Exit evaluation

See the flow chart at the end of the synopsis table for the schematic of the
study visits and procedures of main observations ().

Sample Size

This study will have an enrollment target of approximately 7 subjects, with
a target of at least 5 to complete. This is a crossover study, and all subjects
will be randomized to one of 2 unique sequences of lens wear.

Study Duration Total study duration including the enrollment period is anticipated to be
approximately 6 weeks. The expected duration of participation of the
subject will be approximately 1 week.

Anticipated Study Population Subjects will be habitual toric. soft contact lens wearers with bilateral

astigmatism who are between 18 and 39 years of age (inclusive).

Eligibility Criteria - Inclusion

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

the study.

Inclusion Criteria following Screening
The subject must:

1. Read. understand. and sign the STATEMENT OF
INFORMED CONSENT and receive a fully executed copy
of the form.

2. Appear able and willing to adhere to the instructions set forth
in this clinical protocol.

3. Be between 18 and 39 years of age (inclusive) at the time of
screening.

4, Habitually wear soft. toric contact lenses in both eyes in a

daily or daily disposable wear modality (i.e. not extended
wear modality). Habitual wearer is defined as a minimum of
6 hours per day, for a minimum of 2 days per week during
the past 30 days.

5: Possess a wearable pair of spectacles that provide correction
for distance vision (if applicable).

Inclusion Criteria at Baseline Evaluation
The subject must:
6. Have the spherical component of their vertex-corrected
distance refraction within the range +4.00 to -6.00 DS
(inclusive) in both eyes.
T Have the magnitude of the negative cylindrical component
of their vertex-corrected distance refraction between 0.75
DC and 2.50 DC in both eyes.
8. Have best corrected monocular distance logMAR visual
acuity of 0.2 or better in each eye.

CR-6576,v 1.0
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Eligibility Criteria — Exclusion

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

Exclusion Criteria following Screening

The subject must not:

1. Be currently pregnant or lactating.

Be diabetic.

3. Be currently using any ocular medications or have any ocular
infection of any type.

4. By self-report, have any ocular or systemic disease, allergies.
infection, or use of medication that might contraindicate or
interfere with contact lens wear. or otherwise compromise study
endpoints, including infectious disease (e.g.. hepatitis,
tuberculosis). contagious immunosuppressive disease (e.g..
Human Immunodeficiency Virus [HIV]), autoimmune disease
(e.g. rheumatoid arthritis, Sjogren’s syndrome). or history of
serious mental illness or seizures. See section 9.1 for additional
details regarding excluded systemic medications.

5. Have habitually wom rigid gas permeable (RGP) lenses.
orthokeratology lenses, or hybrid lenses (e.g. SynergEyes.
SoftPerm) within the past 6 months.

6. Be currently wearing monovision or multifocal contact lenses.

Be currently wearing lenses in an extended wear modality.

8. Be currently wearing or have had worn Acuvue® Oasys 1-Day for
Astigmatism, or Dailies® Totall for Astigmatism lenses during
the last 3 months.

. Have a history of strabismus or amblyopia.

10. Be an employee (e.g.. Investigator. Coordinator. Technician) or
immediate family member of an employee (including partner.
child. parent. grandparent. grandchild or sibling of the employee
or their spouse) of the clinical site.

11. Have participated in a contact lens or lens care product clinical
trial within 7 days prior to study enrollment.

[ %]

™

Exclusion Criteria at Baseline Evaluation
The subject must not:

12. Have clinically significant (grade 3 or higher on the Efron
grading scale) slit lamp findings (e.g., corneal edema,
neovascularization or staining. tarsal abnormalities or bulbar
injection) or other corneal or ocular disease or abnormalities that
contraindicate contact lens wear or may otherwise compromise
study endpoints (including entropion, ectropion, chalazia,
recurrent styes, glaucoma. history of recurrent corneal erosions.
aphakia, moderate or above corneal distortion, herpetic keratitis).

13. Have fluctuations in vision due to clinically significant dry eye or
other ocular conditions.

14. Have had or have planned (within the study period) any ocular or
intraocular surgery (e.g.. radial keratotomy. PRK. LASIK.
iridotomy. retinal laser photocoagulation. etc.).

Disallowed
Medications/Interventions

Subjects will not be eligible to enroll if they are taking any ocular
medications, or any systemic medications that would normally
contraindicate contact lens wear or may otherwise compromise study
endpoints. See section 9.1 for details regarding disallowed systemic
medications.

CR-6576,v 1.0
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Measurements and Procedures

The key procedure associated with the primary endpoint for this study will
be the evaluation of monocular logMAR visual acuity.
Other measurements and procedures related to observational endpoints
will include:
- Lens orientation and stability in different time points following
insertion
- Lens rotation over time following intentional misalignment
measured with an automated lens tracking instrument
- Lens orientation following eye movements in 8 directions of gaze
-  Completion of the VAS questionnaires at fitting

Microbiology or Other Not applicable for this study.

Laboratory Testing

Study Termination The occurrence of an Unanticipated Adverse Device Effect (UADE).
Unanticipated Serious Adverse Device Effect (USADE). or Serious
Adverse Event (SAE) for which a causal relationship to a test article cannot
be ruled out, may result in stopping further dispensing of the test article.
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- Non-preserved saline (locally sourced by research site)

Specific Materials

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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COMMONLY USED ABBREVIATIONS, ACRONYMS AND DEFINITIONS OF TERMS

ADE
ADHD
AE
AOIDfA

BSCVA
CFR

CI
CLUE
COM
CRA
CRF
CRO

DMC
DTI1fA
eCRF
EDC
ESD
ETDRS

GCP
HEV
HIPAA

HLHC

ICH
IDE
IEC
IRB
ISO
ITT
JVC
LASIK
LogMAR
oD

oS

ouU

PIG
PQC
PRK
PRO
QA
SAE
SAP
SAS
SD

SLF
UADE
USADE
b

VA
VAS
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Adverse Device Effect

Attention Deficit Hyperactivity Disorder
Adverse Event/Adverse Experience
ACUVUE OASYS® 1-DAY with HydraLuxe™ TECHNOLOGY for
ASTIGMATISM

Best Spectacle Corrected Visual Acuity
Code of Federal Regulations
Confidence Interval

Contact Lens User Experience

Clinical Operations Manager

Clinical Research Associate

Case Report Form

Contract Research Organization

10pter
Data Monitoring Committee
Dailies® Totall for Astigmatism
Electronic Case Report Form
Electronic Data Capture
Eyelid Stabilized Design
Early Treatment Diabetic Retinopathy Study
Food and Drug Administration
Good Clinical Practice
High Energy Visible
Health Insurance Portability and Accountability Act
Human Immunodeficiency Virus
High-Luminance. High-Contrast
Investigator’s Brochure
The International Council for Harmonization
Investigational Device Exemption
Independent Ethics Committee
Institutional Review Board
International Organization for Standardization
Intention-to-Treat
Johnson & Johnson Vision Care, Inc.
Laser-Assisted in Situ Keratomileusis
Logarithm of Minimal Angle of Resolution
Right Eye
Left Eye
Both Eyes
Patient Instruction Guide
Product Quality Complaint
Photorefractive Keratectomy
Patient Reported Outcome
Quality Assurance
Serious Adverse Event/Serious Adverse Experience
Statistical Analysis Plan
Statistical Analysis System
Standard Deviation
Slit Lamp Findings
Unanticipated Adverse Device Effect
Unanticipated Serious Adverse Device Effect
Ultraviolet
Visual Acuity
Visual Analogue Scale
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1. INTRODUCTION AND BACKGROUND

Johnson and Johnson Vision currently market ACUVUE® OASYS 1-Day for Astigmatism daily disposable
contact lenses which uses Blink Stabilized Technology to achieve rotational stability, while other manufacturers
use other prism or peri-ballast mechanisms for rotational stability.

This study is designed to assess monocular distance visual acuity with the two marketed study lenses. The study
will also evaluate the rotational performance of the two marketed lenses using an automated lens tracking
mstrument and custom software developed by Eurolens Research, at the University of Manchester.

M

2. STUDY OBJECTIVES, ENDPOINTS AND HYPOTHESES

2.1. Objectives

Primary Objective
The primary objective of this study is o measure the monocular distance (6m) logMAR visual acuity with each
study lens (Test lens and Control lens) after lens fitting.

Other (Exploratory) Objectives

The exploratory objectives of this study include lens orientation and stability after settling. changes in lens
orientation over time following intentional misalignment, changes in lens orientation following eye movements
in 8 directions of gaze, VAS scores at fitting (comfort, vision, and handling), and lens orientation at 1- and 3-
minutes following insertion. Adverse events will also be monitored and collected.

2.2. Endpoints

2.2.1. Efficacy Endpoints

Primary Efficacy Endpoint
1. Distance (6m) Visual Acuity

JJVC CONFIDENTIAL
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The primary endpoint for this study will be distance visual acuity measured monocularly at 6 meters
after lens fitting under high-luminance high contrast (HLHC) lighting conditions using the Eurolens
computerized logMAR VA chart. The logMAR VA score is a continuous endpoint.

Other (Exploratory) Efficacy Endpoints

222,

Each study lens will be rotated in the temporal direction from its original position to its worst case
orientation (90" from its settled position for the AOIDfA lens which has a bidirectional stabilization
design, and 180° from its settled position for the DT1fA lens which has a unidirectional stabilization
design), followed by video capture of the lens orientation over a 5S-minute period. Lens orientation data
(rotation error magnitude and direction relative to the 6 o’clock position, and rotation error magnitude
and direction relative to original settled position) will be calculated at 5-second increments through the
measurement period. Rotation error magnitude will be recorded in degrees (0 to 180). and rotation
error direction will be recorded as base temporal or nasal. For the DT1fA lens type, recovery from 90°
misalignment will also be determined from the timepoint that it reaches this position during the recovery
from 180° of misalignment.

Lens orientation recorded with an automated lens tracking system following eye movements

Lens settled orientation (rotation error magnitude and direction relative to the 6 o’clock position) in
primary gaze will be measured. Lens orientation will then be measured again after the subject has been
asked to perform an eye movement in each of the eight cardinal directions of gaze. The difference in
orientation (magnitude and direction) from before eye movement to after eye movement will be
determined.

Settling Time following intentional misalignment

The time (in seconds) required for the study lenses to settle (defined as returning to within 5 degrees of
initial settled position) after intentional misalignment will be recorded for each eye and lens during the
assessment of the lens orientation recorded with an automated lens tracking system (Other efficacy
endpoint 1). Settling time is a continuous endpoint.

Toric lens orientation

Toric lens orientation (scribe mark position relative to 6 o’clock) will be assessed for each eye at 1, 3
and at least 15 minutes after lens insertion at the fitting visit. The endpoint is the distribution (counts,
percentages) of eyes for the toric orientation (in degrees). Toric lens stability with blink at least 15
minutes after lens insertion will also be recorded. See - in Appendix D for details regarding
the collection of lens orientation.

Subjective Vision. Comfort and Handling Scores

Vision, comfort and handling will be assessed monocularly approximately 15-minutes after lens
insertion using individual questionnaire items with a Visual Analogue Scale (VAS). The VAS scale for
each item is continuous set where scores range from 0 (represent worst imaginable vision, comfort, or
extreme difficulty in lens handling) to 100 (represent best imaginable vision, comfort, or easiest to
handle). Vision, comfort, and handling scores are continuous endpoints. See appendix A for the details
of the study questionnaire.

Safety Endpoints

Primary Safety Endpoint
Not applicable

Secondary Safety Endpoint
Not applicable

CR-6576,v 1.0

JJVC CONFIDENTIAL

Page 16 of 112



Clinical Study Protocol
Johnson & Johnson Vision Care, Inc.

Other Safety Endpoint
1. Adverse events (AEs) - including ocular and non-ocular. Details for AEs will be provided through
listings.

2. Slit lamp findings (SLFs) — the SLF grades determined using the Efron Grading Scale will be
summarized descriptively.

2.3. Hypotheses
Not applicable. no statistical hypothesis testing will be performed for any endpoints in this study.

3. TARGETED STUDY POPULATION

3.1. General Characteristics

The target population for this study will be healthy adult soft, foric contact lens wearers between 18 and 39 years
of age with binocular astigmatism.

3.2. Inclusion Criteria

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

Inclusion Criteria following Screening
The subject must:

i Read, understand, and sign the STATEMENT OF INFORMED CONSENT and receive a fully
executed copy of the form.

2; Appear able and willing to adhere to the instructions set forth in this clinical protocol.

3 Be between 18 and 39 years of age (inclusive) at the time of screening.

4, Habitually wear soft, toric contact lenses in both eyes in a daily or daily disposable wear modality

(i.e. not extended wear modality). Habitual wearer is defined as a minimum of 6 hours per day. for
a minimum of 2 days per week during the past 30 days.
o Possess a wearable pair of spectacles that provide correction for distance vision (if applicable).

Inclusion Criteria at Baseline Evaluation
The subject must:

6. Have the spherical component of their vertex-corrected distance refraction within the range +4.00
to -6.00 DS (inclusive) in both eyes.

7 Have the magnitude of the cylindrical component of their vertex-corrected distance refraction
between 0.75 DC and 2.50 DC in both eyes.

8. Have best corrected monocular distance visual acuity of 0.2 or better in each eye.

3.3. Exclusion Criteria

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

Exclusion Criteria following Screening
The subject must not:

i Be currently pregnant or lactating.

2 Be diabetic.

3. Be currently using any ocular medications or have any ocular infection of any type.

4 By self-report, have any ocular or systemic disease, allergies, infection, or use of medication that

might contraindicate or interfere with contact lens wear. or otherwise compromise study endpoints,
including infectious disease (e.g.. hepatitis. tuberculosis). contagious immunosuppressive disease

CR-6576,v 1.0
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(e.g.. Human Immunodeficiency Virus [HIV]). autoimmune disease (e.g. rheumatoid arthritis,
Sjogren’s syndrome). or history of serious mental illness or seizures. See section 9.1 for additional
details regarding excluded systemic medications.

5. Have habitually worn rigid gas permeable (RGP) lenses, orthokeratology lenses. or hybrid lenses
(e.g. SynergEyes, SoftPerm) within the past 6 months.

6. Be currently wearing monovision or multifocal contact lenses.

i Be currently wearing lenses in an extended wear modality.

8. Be currently wearing or have had worn Acuvue® Oasys 1-Day for Astigmatism. or Dailies® Totall
for Astigmatism lenses during the last 3 months.

9. Have a history of strabismus or amblyopia.

10. Be an employee (e.g.. Investigator, Coordinator, Technician) or immediate family member of an

employee (including partner. child, parent, grandparent, grandchild or sibling of the employee or
their spouse) of the clinical site.

11. Have participated in a contact lens or lens care product clinical trial within 7 days prior to study
enrollment.

Exclusion Criteria at Baseline Evaluation
The subject must not:

12. Have clinically significant (grade 3 or higher on the Efron grading scale) slit lamp findings (e.g..
corneal edema. neovascularization or staining. tarsal abnormalities or bulbar injection) or other
corneal or ocular disease or abnormalities that contraindicate contact lens wear or may otherwise
compromise study endpoints (including entropion, ectropion. chalazia. recurrent styes. glaucoma.
history of recurrent corneal erosions, aphakia, moderate or above corneal distortion. herpetic

keratitis).
13. Have fluctuations in vision due to clinically significant dry eye or other ocular conditions.
14. Have had or have planned (within the study period) any ocular or intraocular surgery (e.g.. radial

keratotomy, PRK, LASIK. iridotomy, retinal laser photocoagulation, etc.).

4. STUDY DESIGN AND RATIONALE

4.1. Description of Study Design

This will be a single site, 2-visit, randomized. controlled, single-masked. non-dispensing, bilateral wear. 2x2
cross-over study. Each subject will be randomly assigned to one of two wear sequences (AO1DfA followed by
DT1fA or DT1{A followed by AO1DfA), with a 1-to-10 day(s) washout period between wear periods. Lens
rotation will be assessed over time with a slit lamp as well as with an automated lens tracking software. Subjective
comfort. vision and handling will be assessed using the VAS questionnaire at fitting for each wear period. High
Luminance High Contrast LogMAR VA will be assessed. Subjects will not have access to the study lenses
following completion of the protocol.

JJVC CONFIDENTIAL
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4.3. Enrollment Target and Study Duration

This study will have an enrollment target of approximately 7 subjects. with a target of at least 5 to complete. The
study will be conducted at 1 clinical site. A subject will be considered enrolled upon signing of the informed
consent form.

There will be 2 visits in total per subject; total study duration including the enrollment period is expected to be
approximately 6 weeks. Subjects who are discontinued prior to the final evaluation may be replaced at the
discretion of the study sponsor. The investigation will end at the time when all visits have been completed for all
enrolled subjects and the study data is locked.

5. TEST ARTICLE ALLOCATION AND MASKING

5.1. Test Article Allocation

The study lenses will be worn bilaterally in a randomized fashion using a 2x2 crossover design.

A computer-generated randomization scheme will be used to randomly assign subjects to one of two unique
sequences of lens wear (AOIDfA/DTIfA or DT1fA/AO1DfA) using an allocation ratio of 1:1 between lens
sequernces.

The randomized assignment of subjects will be performed at the first visit prior to the first fitting. The Clinical
site will follow the randomization scheme provided and will not pre-select or assign subjects. The following must
have occurred prior to randomization:

¢ Informed consent must have been obtained

e The subject must have met all inclusion and exclusion criteria

®  The subject history and baseline information must have been collected

5.2. Masking

This is a single-masked trial. Subjects will be masked to both study lenses. The study staff responsible for
choosing the appropriate lens (site investigators or other site personnel) as per the randomization scheme will
remove the foil from the packaging prior to providing lenses to subjects for lens insertion. so that the subjects
may remain masked throughout the study.

Investigators and site personnel will not be masked to the study lenses due to the difference in packaging and lens

markings.

5.3. Procedures for Maintaining and Breaking the Masking

Not applicable. As this is a non-dispensing trial, there is no foreseen situation in which the site would need to
inform the subject of what contact lens they are wearing.

JJVC CONFIDENTIAL
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6. STUDY INTERVENTION

6.1. Identity of Test Articles

The following contact lenses will be used in this study:

Table 1; Test Articles

Acuvue® Oasys 1-Day for

Dailies® Total 1 for Astigmatism

Astigmatism (Test) (Control)
Test Article Form Soft toric contact lenses
Description Standard marketed lenses
Manufacturer Johnson & Johnson Vision Care.
Vi Alcon Inc.
Packaging Form Blister packaging with sterile Blister packaging with sterile

packing solution

packing solution

Packaging Solution

Optimized Borate Buffer (OBB)
solution

Packaged in solution containing
wetting agents

Lens Material

senofilcon A

delefilcon A

Sphere Powers (DS) Marketed SKUs (+4.00 to -6.00)

Cylinder Powers (DC) Marketed SKUs (0.75 to 2.50)
Cylinder Axes (%) Marketed SKUs

Nominal Water Content (%) 41 Variable
Nominal Base Curve (mm) 8.5 8.6
Lens Diameter (mm) 143 14.5
Fiducial marks 6 and 12 o’clock fiducial lines 6 o’clock fiducial line
Dk 103 140
Wear Modality in Current —

Study Daily wear

Replacement Frequency in o g

Curreat Study Daily disposable

Commercially available Yes Yes

The site will be acquiring and using the commercially available lots to match the prescription per subject.

6.2. Ancillary Supplies/Products

The following solutions will be used in this study:

Table 2: Ancillary Supplies

Non-Preserved Saline
Solution Astroplast Ultra Saline 20ml Pods
Name/Description or similar
Manufacturer Wallace Cameron International Ltd
Preservative None

The sites will be acquiring the ancillary supplies as needed for the study including lens cases or fluorescein strips.

6.3. Administration of Test Articles

Test articles will be dispensed to subjects meeting all eligibility requirements. for in-office wear only as part of
the requirements set forth in this clinical protocol.
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8. SUBJECTS COMPLETION/WITHDRAWAL

8.1.

Completion Criteria

Subjects are considered to have completed the study if they:

8.2.

provided informed consent.

they are eligible.

have not withdrawn/discontinued from the study for any reason described in section .

completed all visits through the final visit (Visit 2).

If all visits were completed but an additional visit is considered necessary for subject care. follow the
requirements for unscheduled visits in section .

Withdrawal/Discontinuation from the Study

A subject will be withdrawn from the study for any of the following reasons:

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 necessitating discontinuation of study lens wear
Subjects who have experienced a Comeal Infiltrative Event (CIE).

Investigator’s clinical judgment regarding the subject safety reasons (that it is in the best interest of the
subject to stop treatment).

Subject missed any study visits

Subject not compliant with study lens wear schedule

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:

Complete the current visit (scheduled or unscheduled).

Complete the Final Evaluation, indicating the reason that the subject was discontinued from the study.
Record the spherocylindrical refraction with best corrected distance visual acuity.

Collect used test article(s) (worn or brought to the visit) from the subject and discard them. unless
otherwise stated in section 7.2.

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

Make arrangements for subject care. if needed, due to their study participation

Additional subjects 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
concomitant interventions for this study include ocular medications of any kind, or any systemic medications that
would normally contraindicate contact lens wear or may otherwise compromise study endpoints.

9.1. Systemic Medications

Certain systemic medications are known to have a higher likelihood to interfere with contact lens wear, chiefly
by disrupting the tear film.

A summary of disallowed systemic medications is shown in . Subjects with a history of taking these medications
will be allowed to enroll only if:

e  The medications have been taken on a continual, routine basis for at least 6 months. and

e The subject has demonstrated successful contact lens wear during this time.

e  The subject was taking the medication on a temporary basis and ceased taking that medication at least 2
weeks prior to signing the informed consent (this is considered sufficient time for the medication to have

left the body prior to enrollment).

Subjects with a history of taking medications listed in on a long-term, routine basis for less than 6 months will
not be allowed to participate in the study.

Table 4: Disallowed systemic medications

Class of Drug Common Indication(s) Common Examples

Estrogens (not Menopause, osteoporosis. vaginitis Vagifem. Estrace. Climara. Vivelle-Dot.
including Premarin, Minivelle, etc.

contraceptive

medication)

Anticholinergics Irritable bowel syndrome. Parkinson’s | Bentyl. Spiriva. Atrovent. Hyosyne.

disease. peptic ulcer, cystitis. nasal | Levsin. Symax Fastab. Symax SL.

congestion. cold symptoms. overactive
bladder. COPD

Homax SL. Cogentin, Transderm Scop.
etc.

Beta-blockers Hypertension. angina, heart attack. | Toprol XIL. Lopressor, Tenormin.
migraine, atrial fibrillation. adrenal | Propranolol, Timoptic. Trandate, Inderal
cancer. essential tumor. glaucoma LA, etc.

Psychotropics Antipsychotic  (schizophrenia, mania), | Zoloft, Celexa. Prozac. Lexapro,
antidepression, antiobsessive, antianxiety, | Effexor. Cymbalta, Ativan, Xanax.
mood stabilizer, stimulants (ADHD) Desyrel. Wellbutrin. etc.

Vitamin A analogs Cystic acne Isotretinoin

Examples of disallowed systemic antihistamines are given in .
antihistamines will be allowed to enroll only if:
e  They have taken antihistamines continuously for at least 2 weeks. and
e  They have demonstrated successful wear while taking the medication

Or:

Subjects with a history of taking systemic

e They stopped taking the medication for at least 2 weeks prior to enrollment.
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Table 5: Disallowed systemic antihistamines

Class of Drug Common Indication(s) Common Examples

Antihistamines Allergic rhinitis, sedation. hives, allergic | Hydroxyzine. Promethagan. Phenadoz.
conjunctivitis, skin allergy. itching, motion | Vistaril, Claritin, Zyrtec., Astepro,
sickness Astelin, Optivar, Allegra, Benadryl, etc.

10. DEVIATIONS FROM THE PROTOCOL

Investigator will notify study sponsor upon identification of a protocol deviation. 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. to the IEC/IRB.

If the deviation potentially impacts the safety of subject or changes the technical integrity of the study. then it
must be reported to IEC/IRB. This is a "Major Deviation". Deviations that contradict the information contained
in the Informed Consent/Assent forms will be considered Major Deviations.

Minor deviations have no substantive effect on subject safety or technical integrity of the study. They are often
logistical in nature.

Protocol waivers are prohibited.

lists examples of deviations that will constitute major and minor protocol deviations for this study.

Table 6: Examples of major and minor protocol deviations

Deviation category Major deviation Minor deviation

Out-of-window visit (applies to | Visit attended > 2 days out of visit | Visit attended < 2 days out of visit
wear periods only, i.e. not washout | window  defined in study | window defined in study
period) procedures procedures

In the case of a major protocol deviation, the decision of whether or not the subject will be excluded from the Per-
Protocol analysis population will be made at the time of cohort review. The list of major deviations with potential
impact on the primary endpoint will be flagged separately and used to define the per protocol population.

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 JIVC Safety Management Team. 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 subject-year. The rate of 0.2%
per subject-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 subject years were used in the calculation. The probability of observing 2 cases or
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more incidents of MK is 0.061, and 3 cases or more incidents of MK is 0.007 (given an MK rate of 0.2% per
subject 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 subject safety or if information indicates the study’s results are compromised.

JIVC reserves the right to terminate the study at any time for any reason and will follow the internal applicable
quality review process and will notify the IEC/IRB. 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 specific clinical observations, if in their opinion. after a discussion with JIVC, it 1s
determined that it would be unwise to continue at the clinical site.

JIVC (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).”
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 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 is 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).

e  Who received the complaint.
e  Study number.
e Clinical site information (contact name, site ID. telephone number).
e Lot number(s).
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Unique Subject Identifier(s).

Indication of who first observed complaint (site personnel or subject).

OD/OS indication. along with whether the lens was inserted.

Any related AE number if applicable.

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

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

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 apply 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 and whether anticipated or unanticipated.”

NOTE: This definition includes events related to the investigational medical device or the comparator,
and to the procedures involved. 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,
NOTE: 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 adverse event that led to any of the following:

® Death

e  Serious deterioration in the health of the subject that resulted in any of the following:
o Life-threatening illness or injury
o Permanent or persistent impairment of a body structure or a body function
o Hospitalization or prolongation of patient hospitalization
o Medical or surgical intervention to prevent life-threatening illness or injury or permanent

impairment to a body structure or a body function.

o  Chronic disease

e  Foetal distress. foetal death or a congenital physical or mental impairment of birth defect.

Diagnoses and conditions that are considered Ocular Serious Adverse Events include, but not limited to:
e Microbial Keratitis (MK)
e TIritis (including cells in the anterior chamber)
Permanent decrease in best spectacle corrected visual acuity equivalent to 2 acuity lines or greater
Central Corneal Opacity
e (Central Comeal Neovascularization
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Upveitis

Endophthalmitis

Hypopyon

Hyphemia

Penetration of Bowman’s Membrane

Persistent Epithelial Defect

Limbal cell Damage leading to Conjunctivalization

Significant Adverse Events — are defined as events that are symptomatic and warrant discontinuation (temporary
or permanent) of the contact lens wear

Diagnoses and conditions that are considered Ocular Significant Adverse Events include. but not limited to the
following:
e 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 comeal events - e.g. Epidemic Keratoconjunctivitis (EKC)
Asymptomatic Corneal Scar
Any corneal event which necessitates temporary lens discontinuation > 2 weeks

Non-Significant Adverse Events — are defined as those events that are usually asymptomatic and usually do not
warrant discontinuation of contact lens wear but may cause a reduction in wear time. However. the Investigator
may choose to prescribe treatment as a precautionary measure.

Diagnoses and conditions that are considered Ocular Non-Significant Adverse Events include, but not limited to
the following;:
* Non-significant Infiltrative Event (NSIE)
Contact Lens Papillary Conjunctivitis (CLPC)
Superficial Punctate Keratitis (SPK)
Conjunctivitis: Bacterial. Viral, Allergic
Blepharitis
Meibomianitis
Contact Dermatitis
Localized Allergic Reactions
Hordeolum
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.”

NOTE 1: This definition includes adverse events resulting from insufficient or inadequate instructions for use, deployment, implantation,
installation, or operation, or any malfunction of the mmvestigational medical device.

NOTE 2: This definition mncludes any event resulting from use error or from mtentional misuse of the investigational medical device.
NOTE 3: This includes ‘comparator’ if the comparator 1s a medical device.

Serious Adverse Device Effect (SADE) - Any adverse device effect that has resulted in any of the consequences
characteristic of a serious adverse event.

Unanticipated Serious Adverse Device Effect (USADE): serious adverse device effect (SADE) which by its
nature. incidence, severity or outcome has not been identified in the current risk assessment. [USADE is

synonymous with UADE below from the United States (US) Code of Federal Regulations (CFR)?.]
NOTE 1: Anticipated senous adverse device effect (ASADE) is an effect which by its nature, incidence, severity or outcome has been
1dentified in the nisk assessment.

JJVC CONFIDENTIAL

CR-6576,v 1.0
Page 36 of 112



Clinical Study Protocol
Johnson & Johnson Vision Care, Inc.

Unanticipated Adverse Device Effect (UADE) — A UADE is 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. [UADE is synonymous with USADE above from ISO
14155']

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 (Causality 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, or related)
e  Adverse Event Severity — Adverse event severity is used to assess the degree of intensity of the adverse
event (mild. moderate, or severe)
e  Qutcome — not recovered or not resolved. recovering or resolving. recovered or resolved with sequelae,
recovered or resolved, death related to adverse event, or unknown.
e  Actions Taken — none, temporarily discontinued. permanently discontinued. or other.

Causality Assessment

Causality Assessment — A determination of the relationship between an adverse event and the test article, study
treatment. or the study procedures. The test article, study treatment. or study procedures relationship for each
adverse event should be determined by the investigator using these explanations:

® 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.

® 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.

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.
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13.3. Documentation and Follow-Up of Adverse Events

The recording and documenting of adverse events (ocular and non-ocular) begin 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 and complete the Adverse Event eCRF.

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).
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 (where appropriate). 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. if the AE is
related to the visual system.

Upon discovery of an AE that is deemed ‘possibly related” or ‘related’ to the test article or study procedures
(whether related to the visual system or not). an AE review form must be completed. Additional
dated and initialed entries should be made at follow-up evaluations. Separate forms must be completed for each
eye if the AE is bilateral.

In addition. if an infiltrate(s) is present. he/she will complete the Comeal Infiltrate Assessment eCRF. Where
necessary, a culture of the comeal 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 subject 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. Non-ocular adverse events
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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 EDC System, e-mail, 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. The report will comment whether the adverse event
was considered to be related to the test article. study treatment or study procedures.

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 EDC System. e-mail 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:
®  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.

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.

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 to the written
guidelines, including reporting timelines.
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13.5. Event of Special Interest

None

13.6. 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 subject and their fetuses will not be monitored for study related
purposes. Pregnant subjects are not discontinued from contact lens or solution related studies for safety concermns,
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

Statistical Analysis will be undertaken by the sponsor or under the authority of the sponsor. A general description
of the statistical methods to be implemented in this clinical trial is outlined below.

Descriptive summary tables (descriptive statistics and/or frequency tables) will be provided for all demographic
and baseline characteristics, efficacy variables and safety variables. For continuous endpoints, the descriptive
statistics will include the number of subjects and/or eyes (as appropriate). mean, standard deviation (SD). median,
and minimum and maximum. For binary or categorical endpoints. the frequency distribution with the number and
percentage of subjects and/or eyes (as appropriate) in each category will be calculated. Graphic displays may also
be used to summarize the data. Unscheduled visits will be summarized separately.

All data summaries and statistical analyses will be performed using the SAS software Version 9.4 or higher (SAS
Institute, Cary, NC)°.

14.2. Sample Size Justification

This study was not designed or powered to test any statistical hypotheses with respect to distance (4m) visual
acuity. As this will be the first study that will utilize the tracking software (Open Source Physics — OSP) a total
of 5 subjects (10 eyes) to complete the study was based on clinical considerations and operational feasibility. A
total of 5 subjects under a 22 crossover design provides sufficient data to evaluate the efficiency of this new
software.

14.3. Analysis Populations

Intention-to-Treat (ITT) Population:
Intention-to-treat population will include all randomized subjects. Subjects will be analyzed as per planned
randomized treatment.

Safety Population:
All subjects who are administered any study intervention. Subjects will be analyzed as per actual treatment
received.

Per-Protocol Population:

All subjects who successfully complete all visits and do not substantially deviate from the protocol as determined
by the trial cohort review committee prior to database hard lock. Justification for the exclusion of subjects with
protocol deviations from the per-protocol population set will be documented in a memo to file.

14.4. Level of Statistical Significance
Not applicable. No hypothesis testing will be performed for any endpoints in this study.
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14.5. Statistical Analyses

Handling of Missing Data
All data summaries and statistical analysis will be conducted using the observed case data without multiple
imputation. The count of missing data will be provided in each listing and table provided.

14.6. Efficacy Analyses

All efficacy endpoints will be summarized for both the ITT and per-protocol population using observed case data
without multiple imputation.

Primary Efficacy Endpoint

1. Distance Visual Acuity
Distance (6m) monocular HLHC logMAR visual acuity at fitting will be summarized and presented only

descriptively by lens type and timepoint (if applicable). Summary statistics are described in section 14.1

Secondary Efficacy Endpoint

Not applicable.

Other Efficacy Endpoints

1. Lens orientation measured over time with an automated lens tracking system following intentional
misalignment Data resulting from the processing of the videos of each subject eye (for each lens). will
be summarized by parameter (rotation error magnitude [range: 0 to 180] and rotation error direction
[base temporal or nasal]). The video processed will be approximately 5 minutes per eye per lens. The
tracking software will measure the parameters at 5-second intervals, totaling for a plan of 60 observations
per eye per lens. Rotation error magnitude is a continuous data point while the rotation error direction is
nominal categorical data. Signed rotation will be derived based on rotation error magnitude and direction
and will be included as part of the external data file detailed in section 15. Parameter data (rotation error
magnitude, signed rotation, and rotation direction) reported (or derived) from the automated tracking
system will be summarized as per section 14.1.

2. Lens orientation recorded with an automated lens tracking svstem following eve movements
In addition to collecting rotation error magnitude and direction following intentional misalignment,

rotation error magnitude and direction will be recorded in each of the 8 cardinal gaze directions before
and after eye movement. The singed rotation will be derived in the same manner as described above.
Summaries will be provided for each parameter (rotation error magnitude, singed rotation. and rotation
direction), timepoint (before and after eye movement) and gaze separately. Additional summaries will
be provided for the 8 gazes combined.

The 8 cardinal gazes are:

e Up and to the right
Upward
Up and to the left
Right
Left
Down and to the right
Downward
Down and to the left

3. Settling Time following intentional misalignment
The time (in seconds) required for the lens to settle (defined as returning to within 5 degrees of initial
settled position) after intentional misalignment will be presented descriptively and summarized
separately for each study lens. Summary statistics are described in section 14.1.
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4. Toric Lens Orientation
The distribution (counts, percentages) of eyes for the toric Orientation (in degrees) at 1- and 3-minutes
after lens insertion will be summarized at fitting and by lens type. Summary statistics are described in
section 14.1.

5. Subjective Vision afort an ing Score
Vision, comfort, and handling items will be summarized separately and presented only descriptively by
lens type and timepoint (if applicable). Summary statistics are described in section 14.1.

14.7. Safety Analyses
All safety endpoints will be summarized for the safety population using observed case data.

Primary Safety Endpoint
Not applicable.

Secondary Safety Endpoint
Not applicable.

Other Safety Endpoints

1. Slit Lamp Findings
Slit Lamp Findings (SLF) related to study lens wear will be assessed for each eye at all study visits

(scheduled and unscheduled). SLFs will be evaluated and graded using the Efron Grading scale. The
Efron grading scale is interval continuous from 0 to 4, where O represents the absence of findings and
findings > 0 representing successively worse findings. Slit lamp will be used to assess the following:

e Corneal infiltrates

e Conjunctival redness

e Limbal redness

e Corneal neovascularization

Epithelial microcysts
Corneal oedema
Corneal staining

e  Location of staining
Conjunctival staining

e  Blepharitis
Meibomian Gland dysfunction
e Mucin ball

Each study lens and parameter will be summarized separately and presented descriptively.

2. Adverse events (AEs)
Details for AEs will be provided through listings. This listing will include both ocular and non-ocular.

14.8. Interim Analyses
Not applicable.

14.9. 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.
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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 a Sitero EDC system. 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 JJVC database manager and
sent to JTVC for analysis.

External data sources for this study include: Video files and Excel data files for lens orientation analysis per
subject. Each video recording will show a single eye and its surrounding eyelid area (see Appendix G for
example) without having personally identifiable information in the image or the filename. The video files will
be provided in a standard video format (eg. mpeg). Video files are processed using tracking software (Open
Source Physics — OSP) to estimate the lens orientation over a 5-minute period of recovery from intentional
misalignment from the settled position. The rotation error direction and magnitude relative to two reference
positions (relative to 6 o’clock position, and relative to initial settled position) will be provided. The signed
rotation will be derived using rotation error magnitude and direction. Data is planned to be provided at 5 second
increments, but alternative increments may be found to be necessary once data collection commences.

Additionally, lens orientation (direction and magnitude of rotation error relative to 6 o’clock position, and relative
to initial settled position) following eye movements in 8 directions of gaze will be provided in a separate Excel
spreadsheet.

The clinical data will be recorded on dedicated eCRFs specifically designed to match the study procedures for
each visit. Only specifically delegated staff can enter data on a CRF. 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.

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 ISO14155:2020.!

15.2. Subject Record

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

eligibility

e study identification
study discussion

e provision of and date of informed consent
visit dates

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

e follow-up of adverse events
medical history and concomitant medication

e ftest article receipt/dispensing/return records
date of study completion
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e 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.

15.3. Trial Registration on ClinicalTrials.gov
This study will be registered on ClinicalTrials.gov by the sponsor.

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.

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 JJVC. 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. including 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 JJVC and for inspection by local and regulatory authorities.

16.4. Data Monitoring Committee (DMC)

Not applicable

17. CLINICAL 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:
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e  Ensuring that the investigation is being conducted according to the protocol. any subsequent versions,
and regulatory requirements are maintained.

Ensuring the rights and wellbeing of subjects are protected.

Ensuring adequate resources. including facilities. laboratories. equipment, and qualified clinical site
personnel.

Ensuring that protocol deviations are documented with corrective action plans. as applicable.

Ensuring that the clinical site has sufficient test article and supplies.

Clarifying questions regarding the study.

Resolving study issues or problems that may arise.

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. Subjects will only be enrolled
if the subject is fully able to understand the risks, benefits, and potential adverse events of the study and provide
their consent voluntarily.

18.2. Imvestigator Responsibility

The Principal Investigator is responsible for ensuring that the clinical study is performed in accordance with the
signed agreement, the investigational plan, according to ISO 14155:2020.! 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 20132 and that the clinical study data are
credible. The Investigator must maintain clinical study files in accordance with 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):

Final protocol.

Sponsor-approved informed consent form (and any other written materials to be provided to the subjects)

Investigator’s Brochure (or equivalent information).

Sponsor-approved subject recruitment materials.

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.

*  Any other documents that the IEC/IRB requests to fulfill its obligation.

This study will be undertaken only after IEC/IRB has given full approval of the final protocol. 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.
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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:

Protocol revisions

Revision(s) to informed consent form and any other written materials to be provided to subjects

If applicable. new or revised subject recruitment materials approved by the Sponsor

Revisions to compensation for study-related injuries or payment to subjects for participation in the study
Investigator’s Brochure revisions

Summaries of the status of the study (at least annually or at intervals stipulated in guidelines of the
IEC/IRB)

Reports of adverse events that are serious. unanticipated. and associated with the test articles. according
to the IRB’s requirements

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 revisions that increase subject risk. the revisions 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. or their representative. 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, * and ISO
14155:2020" guidelines. applicable regulatory requirements, and Sponsor Policy.

Before entry into the study. the Investigator or an authorized member of the clinical site personnel must explain
to potential subjects 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 their 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.

CR-6576,v 1.0 JJVC CONFIDENTIAL

Page 46 of 112



Clinical Study Protocol
Johnson & Johnson Vision Care, Inc.

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.
® adequate, relevant. and not excessive in relation to said purposes.
e  accurate and. where necessary. kept current.

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 ISO 14155:2020,! 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
ISO 14155:2020.! 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.
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If the Investigator has a question regarding retention of study records. he/she should contact JJVC.

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 JTVC management representative prior to
study initiation.

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.

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

®  Query resolution.

e (Case Report Form signature.

e  Completion of any follow-up action items.

21. PUBLICATION

The study will be listed on clinicaltrials.gov.

JJVC CONFIDENTIAL
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APPENDIX C: PACKAGE INSERT (APPROVED PRODUCT)

1. ACUVUE® OASYS 1-Day for Astigmatism contact lenses from JTVCI
2. Dailies® Totall for Astigmatism contact lenses from Alcon Inc.

CR-6576,v 1.0 JJVC CONFIDENTIAL

Page 54 of 112



WY 1601 821042
TIVLINAALINOD DALF

O R PSRN 20 10 B4 10 10
aomech e g ot ot vt | 408 |

S062-60-0Y Jequiny uosnay
£202/20 1RQ Woisnay

U} 10} papuayu) 5| aping Bupy4 pue pasu) abexoed siL
*asn aImnj 10} uoeuLIOju]
sy daay pue A njales peal aseald INYLHOJWI

123\ papuapd pue fjreq 1o
13001 AN (UM pRUIL QIS
sasuar] 1EIu0 (ouydo:pky) 4os y uoajyouas
VIdOAGS34d 10} 59597 9E1U0Y PUBIG GSASYO INANIY
WSLLYINIILSY 10} S95U3T 10€109 PURIS ¢SASYO INANDY
595U87J0RIU0] PURIG (SASYO INANDY

SNTd AHVITOVHUAAH HLIM

S3SN31 LOVINOD ANVHE

SASVE)
ANANDV

30IN9 NOLLONYLSNI ONILLIE B LYISNI 3IVIIV

SE120902 SN Ve oS
VSN petug
woo 0 “sasuo| 201 120 UDSI UOSUAT T LOSULEY VSN U}
poquosaud s,woed oug o ujesad g Uosuuor 4 i g Uosuor epeued) uf
o) Uy uoRed 9y} opIA0Id PINOUS feuoissajoid oie) 043 ouL B207 43R0 WO LOSRF § WOAPNO
‘ysanbas uodn syuoned
L] PpInoys g ° ak;

__—_mm-_‘ H‘N

0202-EV8-008-} 8L

‘AE0 LNOHLIM WOO0Y ADNSIHING WLIdSOH ¥ LISIAHO WNOISSTH0td 34v0 33

: PauLIRI2p aq PInoys BpaLps Weuece|dal ol ‘e aigesodsip 1o Esaa T
18\ aigesodsi(] 10} paquosal $36UST 104

3HL LOVINOO ABLVIGINNI ONV H3LYM dvL HLIM ABUVIGSNWI S3A3 HSTH Pnoys
s 2, Sl ) OB pRUEDES @ (3 SN LGB Suoens Duleped
o seounp L
S3ION3IOHINI
aigon o wey v
H o
e -
i ap

"
sua] (Buinoyy-uoy) b

b PPUIOKId€99296£0 SNIIBAIRIPAHSASRO INANOY GE 120902

0T ‘9LS9HD
waned oy yyas pue ainpeoo.d Bugy
. oy
P Ko o puston e by X5 15881 12 0} LUOM USq A2y PIOUS Seue) ‘s dn-noij e e Higeseiaid o LOIe) i SUGPLC)
SusuRngEaLl g o) pociueo e popioas R o Bt Gy < 13 p s . Uogedepe Jeyy suopuod Bunp euindo fuunp awp Auo oy weged sy 1oj
sus) aydung
pebelLep Jojpue uesjoun U J0 ewjealpUl . Jeosen) ‘ased suey sodosd ongsul ym weqed sy

‘suey umy Apood @ oypue ‘e,

e 3PN U2 0 EAPU

Jo omRopuL S|

peesaday o
(pereatpure o ssepn) usossiong pue

"2 onulues 0 4GD 79 91 o PEPUSKD 10} o LD St G

o unupew ot e Ued Suened oo

s

PRI o
“(INIW30V 1434 LNBND3HA 4O 318vS0dSIA) TNTIHIS ININIIVTdIY
ONY ONIHY3AN (38110534d 3HL SONVLSHAONN ATVATO IHS HO 3H 1VHL
05 INGL1Yd IHL HLIM SNOLLONHLSNI ISIHL MAIATH ‘SISNT1 3SIHL HO4
309 NOLLINHLSNI IN3L1V 3HL 30 Ad0D V HLIM LNG1LVG FH1 J0INOHA +
s Busuadsig

ANIWIOVNYIN LNILIVd

ndjou og
o

‘sasue| e1U0o Bugpuey 810joq spuey Kp pue ‘esuts ‘ysem skemy e
suonansu) oseq

opqepeRR ou o sapepads 10 s0sup|WeLEDRe)

»

‘81gell2A2 S8pEIn8ds 1o SesuS] JsLwenBydal BARY PUE PaROLLE)

e Ao, s sosup o osodhp skumye pious
S uogoaysp 1o Bueern ou et sweged

1eapy aiqesodsiq 1o} poquosalq sesus Joj

Wweged oy

eep
10} LLELTTE

joi e af3 Buiquosexd ey Aq pautwziep
poaul enpe.6 e Uay) '|nyssa0ons || ‘sjnpaLps
1ea AgEp © U PEJENEAS 6 151 JAIReM 5U8) 10RIUC0 ) 12y} PEpUBILIOI §1 )

ebewep
Pue sysodap Joj 6004ns ue] e Ene pue (SINTAND DNILLH TNID
o4 paquosep 58) ssUBRIRD Dumy US| oL SBpYY adoos0INION BUf LM Y
10ppap 0 ® wiopieg
ey

g e
oo 3 sworduls suened pezes e TS |

51 sesup) 253 Jo auup Buuseem peySaBBs wnupcew ey

“5unu 0] G I9Welp “5Hod 3K 9520 YIOAGS 3 ) sSASYO INANDY »
aep vonesehe pue equinu of
‘spe sapuyfo ‘sewep ‘wod INANIY

1eaph wowooeidot) wambos 1o} poquosasg sasuan og

m-s;a o4 uodn poseq [euorsejolq aie) Rm o Aq pautwajap aq proys auy

Guunup asojeg 4B 2 Buinyp i enuy Arepoged sy s

LD 61 U 52 NS WAL RN, BRI D
é,&ﬁséi,ﬁx.&ﬁag @izsﬁﬂma; dey o

uonerdepy

AR 3 ‘200 ) suodse) RNz

peydueye
RIEPOW J0 Suappuco 3pun Kyige Buipea pue fynoe !m;

Jeyeee o s 0 i end €
Bustodsp-501 o 200 7
‘uaned o) Busuadop suef PR o4 wol yoem au |

s dne
‘soam 1Busano Bupwoyoy Buuow e uo eygssod se e ‘swoped odofgeaid jo e ‘sazs ad sajews Ajeuy pue uud smau o ajenpe sf%.siss
o M uapuuned 6-2) ud o6 o} uoyoeel s uned ey syeniexd ud peas o) paEe 8q
ol 3 unoy e n o el o i . Ui esau e ) SU0pER) o1 eso
o swieged f dn-mope) puonyppe o ) . 6uy. 2 Uy

U0f0ec) UOOUO Ly SR SSURD)|

Sl VP10 OB 1565000 1) oKt Ko ) o 20

ot s v
‘sJuafed o 53855y ok I 400) Juaed oL, el PUE Woo) a4 550108 e oefd
1 Sccua) Jod 196116 B LN SBINULL (2112 o G126 0) SE6US}BL Mol

pROuS SuetRg pepseu " . ad .
aquInu 30| oL ‘omod ' E INANDY 8| uoRoauIsIp Jo Buniespd ou _z. Swoed Y #aa) pIOLS RUOSSE01g eI af3 ol ‘sainpeoosd Buspuey pue e sue| sedoxd pue “papasu .
eppatps et ot 0 Wt 2 . o s pessap vopoges
oups " 0 "] e 10 ewabeuew woned oo 856 1o X ] WonaL
. ok Buey Aq pesa o socoons au. pac oy
a3nddns MOH SNOLLOIHIA YO SN suogeuwex) dn-mopo suoqsa66ns 3940 5 gy suaT jeuy ¢

ol
s q Ued oueuwop 8 1oj Josood oty e [T——————] e 50 %3 ) ORAP oS 4 i o o o o 1 s 1p 0
SPOGLL 0y BUAOYO} 241 UOISA U Joj papeLd s afe Jueulop-Lou a4 et 1360 U DY [eJaNeS 1) 0 AN U] 2 10} 350 Ko suwoidurs asay éi_ " b B ,Saésaa{s‘gz,_eg;g:szﬁg
uogoapes k3 g few magy {OABSH 10 <SASYO uoneioy Busssassy
sinod ey 0 (snuw “apiod 53608 102JU0O UOISADLIU Y &2 p ewdn e PUE 'SaU0BpEaI| 'SSAUZZ UOIA PALN] Pl alLS aouapieda !:%Esi NNV EUp U UM [ou q UL Bp &
o samod auo Wbz pu oo v poued b pras s owed o . ‘SuBy weleyp
“remay ¥ Jowndpu o onpdoy fensy [l 9
124 o Jeau oLy oj sawod sus) a4y aijasoy) Byt JooU puR SOUGE o} UKoR1 B6p e AR [ Tew e OBIX 0T -/ 057 00 40} ppinb a1 1snu Ay s Sy o ces ow nok yurg feay
cnpel 1o wauenou oo ry Y e oiges 6q o Uogsod 1) 50,0 9 e
uogeunwEl( OQY 129N 7 @pan U xaﬂns_ﬂaﬂ o a ‘s uBqed au) 0} 152050 51 ey} Jawod ROURISID SUB L ) 109195 '84e Uoea 104 7 i bop ;.sis,._“n. L (e sewnsse sugy “uonduosax
(sanssaoid siapea) ¥ ‘819E3s un yoeuoel ‘pezqgers 1k Jou s et s ut Joj papesuaduued eq ue) ofeuep ey *Buies Jeye uopsod ,see wup,
Eﬁaﬁs.sgs%..:éeziﬁiz;_ggf.s, e - " ot 1) put 0u P o g pusiepun . g rLymipon o ‘] =
aloupuoy W Q0¥ 005 1+ dokgsexd y 0 J310 snuw Jo/pu snyd [eUoppe J0 UNOWE &) BURLEIE] g : Yopogaq 3 e pe ap - 10 tuup) w6 10 gy
sszs ot e ke o o pue ok e o o sy uotieanp3 Woneq uofsip 1eap pue soueisi ajgerdsoaeun UONEINP3 WoRed B ul " v ‘s N spetpar §1°suet ay) 0 osuodsas
[ - pesasd o prbs SANITAAIND ONLLLI TYOOILLINN awwbe o) o
“auncy 008 s oo weununpog oy % 081
I 19940 1oq o SEsue| eapoLI0d eurbes e 5oy ssed 3 (o 2 Bunap p Fﬂqﬁ,mg,ﬂn%n L o e 0oy B ‘sqedeooe nutoypeoumop sosuey asaug Joy
e s o pabes o8t P pue seqpe sncpezey gegueiod Jago Bunwioped Al 0.0 30020 s s 0 s o Jnuusp . - NHEENNYI YL ot ogeor ) A
Juwialinbay UORORLI0] OISIA | 3ajeIL °} I 407 100) 3o U 1} o 0 Sl dn-nogoj pue Busuedsip 6es) Juawssesseel ___.iszo 0 Winel o) wayed ey
9 s yons m§§§3§m5§>ns§nju§u sewod 0 193y Xau B4, 0) e Wewnwop-uou ayy sbuey ‘ajqeidesce. , e iiz.ﬁz&?gmzi_ nﬁiﬁ.zsxﬁ. S15 e UogeuLLIN]) PRIp St
A o oot vospouol e 1 UOSIA J| UOSIA, ‘aigeideace ‘afe euwop-uou s iy oo e 0 1B 0058 06 1+ o nped o ‘bt 0 pue
a0 ppogs | 110 safa o 0 80 Jv0 ‘SR 9910 s uoyppe 08X 05/ /003~ 'S0 s
prd Si 414 PaJPISUCO 6q PINOUS SPURLISP [ensIn Ewﬁs_i..... ﬂg ﬂﬁmssw o — ° Jeup semod ‘PougaL gy etp. Busn ajfue up aug Aq sare aug jsnlpy z_,z.m“mﬁﬁﬁsisz .E.,E ok aup o) peny 8 us,n..is%ﬂ_.u.
“Je8) 10} 8PS 8y} U0 afl Bl 12110 ‘WoRRIp poofie aq Tecoyingy ‘Spee uofoeyal Jsaguew et} wol ) Buyoengns Aq yup S 40| By} 0} ejesusduy
su ' 3 . (000298 NI LAY 90 woussessos 11 eiges suewes pie ) fessaoa
Jopsu0y) U 5358} ) asedstp ‘afqeideooe sty o1k woy p 2 XaUen ' OO0’ ¥ Xy Jepuo pue aRyds peuguio 10 au
¥ wioyed b N B '000'PF< Y
OBl SpuBWSQ [eNsip € ok 3 woeq akgyen RSO ‘599850 0) SYI2LI UJog MalA O} PasU | UOp 1o 'SUS| passBieg-wsud e U
.ﬁ_a.%Eig,.wég&sss__éuisime.e&lsig It 001X Q520 /Q00E-'T'0 angssod so pufo 40y, 0u i aseu) — uogsod 23y
9 preies ; , - Gt POt g el o p
PO 10153 ML 7 o E.&Esuag_ ) ) POPUSLLICOR) S| S95UR A Y PRy 0 ‘st uog a0y Guppe g } o4 oesuaduoy sue) f = ooy opuo oy u asds o utawod 7y o aquoserd ) Kewolsn P e
OGN SPUELIa( NS, 4} PUE POLJaf 013 SAPEY2Y, 24} PP PO i) peojumop 10 “nofoy 52 1y o asnecaq
‘2l 2110 1bu @4 Jan0 5U8) (10 2w 84 JUETEE d 0 10} uogesueduioy R u
Jioged o egoyM SRR Sak9 90q 0, 8% o s peseansep pie oLk 019 84} ol 3 87101 o) W o4 " uogEeu) S0 pue Uk
! ¥ Ayepoouow pue oo sak3 by oned o) o) Sx@ Sud} 21100 ay) aquosaud ued
00 U sppeyoads oty o} enbs sus (o) PRY-pUBY ® Tty but 3 ) seged oy Jo@ifue yup pue Ayqerads) fipqess au) euleep Jsnis nok Jey) ase sesue| WD
o e tond o) wened o) oj eiqesipe aq Abw 3 '(Buiinaoo st uogdepe Ueuw) Jea o Spem "SEjnuLL (| Wnuw ‘2IgEIS [N Yoauoe) ‘PEzyqus 1ok Jou sey susf oLy § ‘susf o JSHO iy
N 523 4 Peppe o e esonas Jy o Buung sy oy s Jp— ete o1y
alo (Bufs) eous 0} s JBuessed @ ag waned o)y papuewILICOs) & o 1t ‘st 00w : ! o 0 sosua) ouny o 3 sedord e ensse
| ;isoéa 4P 10 Gunp ueum ena Aenoed s sy ssecoxd oaeidepe oy o s LA o 0 0O B R, © 5 050+ G 00+ 0¥ @05 ok e PPV Y SHY o4l 951 ‘S0 PO 19100 o) SULLIEIE O SIe GNIPRY8) SU) Ll a ooy o “sosuay
S1ueged 2 9o 200 12400 W00 a1 o pUS 2} 3 2 P L2 sweqed awog - 1 o 0 o RIS 0 pPR L)' 1P, ) SRS 0 ainsea 10y umy otp o
Joke Bunybss, poue ..3.2.5 I+ 0 5/0% 00V “afa yof &) J0y 406 X 0SL '~

oy , udiy ol

Jo Jawod oot o4 P9 o

/105~ pue 36 16U a4} 1} 406 X 0SL 0~/ 000'E- o 599U

S3NIT3AIND ONILLIH OIHOL




WY 1601 821042

pans -E 28eg

2 DPUIOK I 9929800 SNidIeaioRIPAHSASBOINANOY GE120902

TVLINIALINOD DALF
1oy sy} Joj T A “9/ G
N1 4 o Aeloo @ tum pogddl T 0 6 OTA'9LSOUD
" v o et poen g st oo
(LNINFOVNYIN b ol | W snojes e w508 od i 10j o e uo Kpew evows pnoys 8us| ey sue7 (Bunogy-Uo Bunys 2. ezeg,
O HRQHLE a00n 1 (oukou o - “ wug E.__Eu“.% ﬁuﬂMwE 10} SASYD uszww . wargod ag o) ”ﬁ a0 s o o Bapu d o s oo o N 4o ipepu S82UPUI] 10 '550] LOSA" OB 8NGS O} R3] U
" - HewkOu pup bogens . " spuedaq ‘paquosaid 5q pinous sanseaws epeuwe) sedoid d ey 20 o 5 . I by
e “WNOISS 0t 3H¥0 343 HEH HO SH L9VINOD ONY SN HL . PRy URD 1y US| o e
W '} A 9'8 INSLYINOLLSY 0) 6SASYO FNANY & o gamzwsﬁaz peung 1o ‘afe. ‘wepweed
710 ' 4SASVD 3NN @ e 0 ke oo o ) e i ez o) swie s cooh Auantas) o oy e
eood pue E )
o oo SURSCqAERd 5 S o PSP oS Wayad sy o ojuep 0 UKo i NE 3. QN ssloay P o) I ‘Sestof } e
e o ‘evemot sbupees "KELIYIG3INI o Penasul o nous eys 0 oy ‘sueiqox Are sioder e e ) o 1o Ksseoeu sy . f——cr .
(Bumig su=1 [ow) uonaseg sung aseg g ot st  poton | ereuRBuy i) ot o o SNOILNVO3H - . " -
3 000'p = 2 suogoeyel oy esseoau fuo fjeseusd sy uogesusduos opoysako ki . BURUOD &4 0 891 S| ) [N P id “sasu|peos
5g0" | ‘uoweial-ien eaveyds UERSIp X 6 sofe fuvo - B} BpIg RURUO) i
el er0 TS | Aol oS SseUpU] J0S0f OB UOREY 81K0S 0 u
[ra ETET anoeges ] » Songeuew y5@ pInoys oy ep e s wet Budorp pore pue Ao sssus) o oty 10 560y e uou o bon oew ooy oot
3 uogRuILL M K - "o Gupes o Es240) uof e "
LI o ntn, no (& _ﬁ.._, ? " 600} 0010} 1o ASNCNUDLOO IO &1 SB6LB a4 000 C5f2 Sugearsn b . 10} by ey ey e o 0 ¢ e o o uonnos asodng NN uo sleq pieasig «
oppRu ey Punore S0y Jo shoque “suogpep ety  payeds a enoue ‘vop i P ONINGYM
. auga 4 0mos v 6q es sa605 B PEAUC) —
ool 1o o bomc anp gl S asau) s 0y S0 ) o peseg aka 01 0 532Upe) 0 "suogeioss afa nsrun Duuerem aneesoxa oq ew e o A pesntep s J— ofo oy ok 0 b B, L,ﬁﬁw SSOUpAR 1o 350 UOB UDey 1000, pad S Pl (oo
o e ) sy st wogena e o e oy o poon oyt syl S8 - Sc0npe) 611 UYYCR 52U 9680 U3 4 U 3 LS PR o o, 05
yroe nsn. feauno . d A 12 0 B
- - Jamog su e 3 P o o p eauenod ey q few eley o H P soouey o pd oy eq 1) . sm_én?zﬁ . 5 s g g 490 4 Bl 4 S (pesas) pees e
ueced o oy psuedep o ot o't suoj o pias pitaig feydued o) snp welusedus Areiodua, sucs ) pusod Sesue Pl o001 sus ascbaun sl en uea - peBiouep o pauedo s aiepoed K9 21 o 351 LON 00 * - ) deoes 0 op se SRR ou A ey fuo osn
.0} We) el pue | A I ey wzws E« 1osfyd ‘RIno0 [[21240 Jey) o Weussesse (e poupieins 'fpoq ubeiny) sk ey ut BupaLucs jo Buges W) pUR 28y g Ut §£rﬂe _s:,ﬂ_.s .E,i, N J64] 0 Wiy Jo} Sasue| [’ by o P as/) Joj suonangsu
e sueg o) s 1 pesn aq e bt euoeuos anay ppoys uod s vl uep US| sasus1 noj Gumoig pue Bupyeos o
[l “Bumpy deays 10 a oo ] 1 Joypue Bugs o weged ey ! o . apans ‘yoay bus - arp v 0 y
wered o o) i 2 “suoyneoasg buy otond
o e By s 51 ol 150 5 1 s Loy igg-aid-a . sasua} 10 m....un.n a. suognps E(gsﬁssé somnie o — s__w_”.c_..m."ﬂu:.. ey o 1§ $URE50 1o Sl S 0y
otp Butsnd sy coUEIS 1 pue ‘UogEUSp RAUNIC) YU 48 e - . Seoro) e ° : 1o'ss0 s il
WS SSUERRIYD BUMOJ0} o4 10 S0 10 8UD IS Aeu sue| 10 SygaUaq pu YeU o4 pUSIGPUN 0} A o SNOLLOV3Y ISH3AAY ok siopeoaig iy l_: pa A paatp 10 1 S0 ' "
Eﬂasdﬁaﬁia som . i wenpd oy - . ONINYM
" m a4} 1oy aed pue appuey Aerenbape o) Ayay few pue sasue| aup et o ‘@s01| SASUB AU 10JSIP 0, S0Ip BUTaMEJ 10 ‘UOTYOS BUAES ‘JBIEM 26N JGABN — ot B i B 0y S0 1RG0 88006 Jou o
s ; wored oy o ey e o ou e o s e o o oy dey o) woly u . oo o pepleinin, 8 1 orts suogoepn oo
pasuadsip aq ou ppoys 1t ‘Bumy 12y eq o} pabipnf 1 suay au § “Yopuels abpa Jo/pue e o o awog. logdus Jog : . ‘saha u snevaip snouss @50 10§ uonangsuy
o aw oauw 50508 560 o} LORAIOH - Sasuy oy i sauny ue socen BRI 1 LY o vy = 1ou piots alp oy e f— §¢hﬂ=un_ﬁm
. e ey oo un rnp ol ooy e s waned yovs Joy suey 2 quiaps .
Pt wopysod pesseo fedond uonap3s waned 'y b s ey se pr P o SoAs ; e e e
um fgey! afa ‘saspanu o Jey umogo}
gy el parandueu uan ey vouws p S3NMIAIND ONILLIA TVHINID o001 165 106 1 6o ek M s oo o OB o) sosue) 0904 asi) o suogonuysuy b pod N
(oneoche [equil ou ) eeuen oy Jowon AeiaRLeD pue 2180 [ suel 3y Aedoxdy b A dnmojo) i euor e ouy PO evn 00N e L oy EUBRSS 8 TPl 00 step
. ssejokg 2.0 af3 Buquosaid o Aq pasoyuous 1 asuy pue qny »
O L wegor oy SCeup ok snoes pute oy weuTeas Kol pue oo uan oo ag alg #y.o sy oo 8q pioys o ey uo soueuiopid s pue usged &g o ey 1op0 S1UEIO 10 8909 140 0} JSeLes) 10N 0Q ‘WOBTS ) DR A b dephocs oy v sy o
g ] . Buruguon o
waged o JRCEN , waed a)uo s s 0 oed feeiod oy e couey eonyns ue ) U oy 1pAc) LON 00 Ao sue) e s e s o S
SN e Ag=p oy Uetg 81660 US| 1eWwon . uop ) °
o wohep (saqunoe (wwi 8910000 uonEipe: A IpURy sy
e sosu
soprm R S0 1o 0 100 D i . eny 1095 e " ‘ ‘ ; o a0 uogewauQ st
- o . N (ww 0/0°0-0007- 0'9)
TYNOISS340Hd 3HVD 3A3 3HL LOVINOO K1LdWOHd ONY SUOISEIE PUE UoREALL Juaheld Led Suai a4} 40 28 ) 'wonppe Uj % 8] 03 sesus| P 1 uoljey insod b 0 LM SAURA - F o se5U3) oy ABoroutpe) .
‘SISN313HL 3AOW3Y ATALVIGIWII OL G3LONKLSNI 38 TINOHS IN3ILVA 3HL o oreaued su6 pibu pauo Joj e ) eineu o0 ele saoeyns pamooe “paroaip se seamaka buig.osqe A asn o} anuguiod e S SRRHL IR ‘20 oweyds oy i A wonp
[ pue B - wwovh :(v10) soeweg 9 VI0AGSFd 10} Sesue 'WSLYINOLLSY 0}
10'ssoupay k3 « [P p— - ‘suopuoY d I Ansey: I (HOH) Q05 2+ — ‘585057 PEIO) PURKG 6SASYO JANOY 24 595U 19E1I0) PURIg SSASYD IATDY UL wewaBeueyy alsep 10} preg 604 @
oo 03807 + FRuOwppE pu‘sdey posc) ‘syesB el ga.wﬂﬁ . oo 45908 LON g __._.§m L.: aﬂ_“ﬁa (o) 021+ (MO 082 1+ (a) s1emod aqy Bumorcj g NOILdIHOS3a .
pourug bosih + sung powe SIE 0w 0Re 8 991 Lo 559 a0 0 ay (W00 0520 9 1009+ Q006 {0) s1omog SHILIWVHVd SNIT T18VIIVAY e | ek @
“Buaiea) onssoa o pu ‘8o eauos < o o iy o =
. " W §) anng aseg 3ON Jo J8quIny uog 280
‘ojuiosig ak3 o FoRk v ang o oy pouooy g o o 6910:goy+ 69) ccopyen o e L Los 0 %0 B, o i T e g3
SO LI L IS 10550101 07 e s od e A 0600 8 Uo pederd st ‘| PeILCO el ‘it PR S U aups paisyng oy e >in
QN X101vH dOTIAS0 KV ‘SEEOTN TY3NH0D ONIOMIONI S 1808d 343 I ooy o g s P SNOLLOV ww 0/00:000- 59 0BL015T o 07 £ AP an g poyn 52y Yy
— ream suay Jomod gy seueA - 7 Sy sssawjonyy ey 00001- 010520 spuy o 00y ®eu 07, o1 2
— . - wey {vid) smouwerg 000'F+ 010520+ S ——— v T v e
SONINHYM “sseou} ‘Unidonue Se LS SeqeULLGe [PaLIC0 PUE P Ul Loelo:d [esuio 10§ o o ed ooy 0007+ %4 G000~ 4% PopUepy Qv ey Topufg w
. SU03pU00 10 O Lk e e omL e e 2 o0 a 0002 eomfieq 10 0o el o O, Ll
P anoqe payo asouy oo o iy ey g o 100 00 i o MAOAGI ) e L w000} 0wk g b . 00w e e, W Gowod sus) sexlo [
sosuat osaid g ok o o4 2 UP) J23M POpUBI@ Jo LOGINpOL rpeit e ueLy ‘njssenans xﬂﬁ,i;.eo ¢ 0eL0 ol ww ”m.wqq ”n__cm,.N._, wsﬂw& g o o s o= -
P . Pt (qwewenou 0570 U) 000'9* 0 0 smeumg »
(Ran10 oz ebuny :. sfep /B 9oy dh 1oy oo 0050 W) cSwM‘ sanmmmw b (uoeg) uoo Buwadg b \\‘.‘m\;\» S VS e wig
‘sesue peoo Buueem g. o) 01 e i 4 0} ojeIpR) (awewesu 0570 ) 000S- o oued (o) siawag (papou wersig seyueg apyexs A @ seren (@)
paemibee JP— . o 5 = wwgg o 8Bps-uou ‘pajaaico Kiepunod) we4 o5 Wuw_k_.._h ﬁ_mxu wu_w (i) uoo| Buwed( sbexpeq %Mu h/m ? e E
2 o o0y 0
ug oo 00 g ood 0 0 o] IOk Uit WU PGP DUDERISD  oh NIV * 00007+ B9 i papsses kg el gl ks eopoq eapany [aw] .
f L9 o R0 2.0y NV 00 A2 === H . oLk - 5081 Sy S.E_n 6%7ce) 01 XEOL 0 0 101
wsgeulose o s8) 10 i (ww gg00 000y~ ) E) pebeu
ooy s p—, oot 0 0001 o s e ool 0oty a0 m ot o i [r—— 40 peeuegusiho o 0 s sboped ) N N o0 @ (omp o) g g oo X
ondo 4 "1au0y o) % ; .
mﬁﬁw% reuico peonpe) esauyssodsy _558 . - g Ll {via) srowesg u:iﬁ.m i " SEOUSYNS STOPIZEH SUTIU0) & e ™
spyple 1o ‘engouniion 0k v uoongoues) suosuewp Gunolo) ) unuw %8 ‘eoupusUe 1401 AQSA wopbay pawn a
g X o * . e 0 5P
oSASYO NIV L W Xopu) SNRLPY o 24 awguasaidoy peioy <3 0 [
2L - 860 (peveynoreo) fynes oyoads funuawog ueedoig @8] J0} SUOONASU| INSU) 'U0NE) ¥
poak P iz w08 o sue| o S sissasday pesjouyy [EEDEEY NOlLAMISI0 LV
(3SN 0L LON SNOSVAH) SNOLLYOIANIVHLNOD PImoys [euors 43 oy ‘siapiosip aka sou (swewarou 4570 u) 400'9- % 0050 (g) s1amog 1ado. ‘paucay) X
oyey » IAHNO JONVLLINSNYHL g yg iodangong  mmaies w01 vy pe s P 0322 0 oge a4 uo sead Aow soquus Buagoy o
GIE O WU 08Z NOILIHS30 08NAS AN STOGWAS

@®



Alcon

Package Insert for Alcon DAILIES TOTAL1™ for Astigmatism

W900409251

(delefilcon A) soft contact lenses for daily disposable wear

INPORTANT: T package inse & uPiacive 12 of May 2020

e partets pn regues. o

J———

rescribes larass Aro

B pertan w

elr Cules of

CAUTION: Federal law (Untted States) restricts this device o sale by or on the
order of a licensed Eye Cars Professional.

PRODUCT DESCRIFTION
DALIES TOTALT™ for Astigmatism (delefiicon A soft contact kenges are made of a
lens material that s 33% water and 67% (defeficon &)

through 8 waler pradient bo 2 hydrmgel surface
mmmmwmmnw Addive coppar

green tint that asier o sae when
handing. This packago Insert apgles to DALIES TOTALT™ for Astigmatiam lensis
with light absorbing chromophaores {as identified in ‘Contents” statement on carlon
Iabedng). Benzotriazola LV and LV-Vis absorbing monamers ane used to block UV
radition and reduce trarsmittance of high energy visitie light (HEVL) wavelengths in
the range from 380 nm to 450 nm*,

Lens Properties

* Refrachve Index fhydrated): 1.42

« Light Transmittance: 9% = 5% for average over 350 to 780 nm

= HEVL Transmittance: < B0%T at 420 nm jrefer to Fgure 1 for
transmistance profiie)”

« [N Transmittance: 7UNB < 1.0 % (average percent transmittance ower
280 nem 1o 315 nim)
TUNA < 10.0 % (average percent Iransmiftance
over 315 nm ko 380 )

* Dygen Permesbility 0K 140 bamer units, measured at 35 °C (intrinsic Dk -
Coulometric method)

* Waler Confent: 3% by weight in normal saling

Lens Parametars

* Dinmeter Rangs: 1301 150 mm

= Power Range: 20,00 0 +20.00 0

+ Bam Curvo Range: B0t 82 mm

Lens Parameters Availabie’

DAILIES TOTALT™ for Astigmatism (delefilcon &

* (hord Diameter: 145 mm

* Canter Thickness: 0.1 mm @ -3.00 D fvaries with power)

*+ Base Curve: 85 mm

» Sphere Power: +4,00 0 6,00 D (0.25 D steps); -6.50 o -2.000
(0,50 D staps)

* Dyfinder Power: 0.750,-1250,-1.750,-225 D

. Axis: 10° fo 180°, in 10° sieps

ACTIONS

When hydrated and placed on the comea, DAILIES TOTAL1™ for Astigmatism
(dekefiicon &) soft conflact kenses act 2s 2 refracting medium to focus ight rays on
{he retina.

The len —
protect againg! transmission of harmiul UV radiation bo the comea and into the eye.
For example, 2 |ens with 0.09 mm center thickness (-3.00 D, thinnest projectsd
parameter) blocks 37% of UVA radiation, and 39% LVE radiation averago across e
spectrum. The lenses reduce high energy visibie ight (HEVL) radiation reaching the
back of the eys by about 3% in e range fram 380 nen o 450 nan”, Sen Figure 1
mummmummmn Jenses with Ight assorbirg

The radiation transmiftance

of LUV and LV-Wks biocking monamers to

(300
uummmlm lens thickness.

WARNING: LV absarbing contact lanses are NOT substitutes bor protective UV

NOTE: Long-tarm exposure 1o LV radiatian |5 ome of the risk factors associated with
cataracts. Exposure is based on a number of factors such as environmental

-400-241

(-3.00 D, thinnest projected parameder). Fitration would increase for contact lens
pawars with higher center thickness.

wear them overnight.
» Wan-sleriho liquids |l . tap waer, dstiiod watir, homnmae sne soluian, or

d o those who do net

a2 70 720 i 7 e

Warssmngihinen
Delafiican A with light absorbing chramophorss: Contact lens with 0.08
mm cenber ickness measared frough central & mm portion for the
thinmest markated bens {-3.00 0, thinnest projected parameten.
Human Comea from a 24 year old person a3 described in Lerman 5.,
2Mm2 Energy and the Eye, Machfilian, New York, 1980, .58, Figure
21
Hummzn crystalling lens from a 25 year old person as described in Wisder
M., Hitchins VM., Optical Radiation and Visual Health, CRC Press, Boca
Raton, Forida, 1986, p. 19, Agure 5.
Combined fitering effect of th
on refinal exposure.

INDICATIONS (Uses)

DAILIES TOTALYT™ for Astimatism {deleflicon A) soft contact lenses are indicated for
the opiical comeclion of refraciive mmm wmm] in phakic or
‘whakic persons with non-diseased ey 00 dogters {01 of asty

‘The lenses are o be used for single use, dally disposable wear s than 24 hours
whiiz 2wz only. The lenses are not intendsd o be cleaned or dsinfecied and
should be dscarded after a singlo use.

(CONTRAINDICATIONS (Reasons Not 1o Use)
DO NOT use delefilcon A soft contact lenses when any of the following exists:
* Microtial infection of the eye

* Inflamenalion of infection of the anterior chamber of S aye
= Any actwe dsease, injury, of mmmwmu
oyelids Mat may be exacerbated by contact

film (dry eye) that & ﬂmﬂd lens wear

Reduced comeal sensiivity jcomeal ypossthesia)
I eyes became red or imitated
Use of any medicafion that is contraindicated of interferes with contact lens
wear, inclding certain eye medications
vy systemic disease which may b exacerbated by or infarferes with safe
contact kens wes, handling, or care
Allergic reactions of the ocular surtaces or adnexa that may be caused by or

of autdoor activities], IN-Blocking contact larses help provide protection against axacertiited by e wearing of contact lenses
mmmmmmmhmnmmumu + Patient history o recurring ey or eyelid infactions, acverse effects associaied
e risk of lens wear, o o contact kens
mmmuummmmpwuwumm wear
The: restural
mlnammummmmmmmn WARNINGS

visible light at wavelengths below 450 rm, The Eye Care Professianal should be
consufied for more information.

Figure 1 lllustrates the transmittance of a lans with 0.08 mm center Siickness (-3.00
D, thinnest projected parameter), a human comea, 2 human kens, and e combined
fitration efect of e contact lens and the human lens on retial pxposure. The

aver the region from 380 nm ta 400 nm, and 21% Murblmlm

:z-.' 3t higa eragy ‘saliva) should nat be usad a5 a substitute for any componest in e lens care
il light process. The use of tap and distilled water has been associated with
280 1 400 n % 2 comaal infe that |s resistant to treatment and
oI ™ -
330 o ® 450 % PRECAUTIONS
To prevent damage 1o the eyes or o the contact jenses, the following
axen:
sp-un-l-u-a-mm—u
The g pitiots may not itable candidates andior may axparience a
Pilgher rate effects ""‘Iﬂhmmn!-‘
* Patients with a history of with

lens care and
disinfection regimen, wearing restrictions, wearing schedule or follow-up
visil schedule.

+ Patients who are unable or unwilling to understand or compiy with any
directions, warnings, precautions, or factors may
include but are not limited to age, infirmity, other mental or physical
m-mm-mm

As a result,

atients comez sensifivity.
m-mm-mmnmuuumu
completely as non-diabetics.

dasions

Due to the lled in the clinical tion of

mumwmunummwum
asiiatie avshaind In sioniicant nambers

oonsider all

mmuqnna L
Eye Care P of the leas that can
mmpemmmmwulvmmm” permeabiity, contral
and peripheral thickness, and oplic zone dameter
The patental impact of these factors on the patient's ocular heah shoud be
caredully weighed against the patient's need for refractive cormection. Therefore,
1he continuing ocuiar health of the patient and lens perlormance on the eye
should be carefully evaluated on Initial dspensing and monitored on an ongaing
bass by the mw&v mnm

Nate the following vists

* Fluorescein, aumm.mmwummmumm
{pationt’s eyes. The lenses absorb this dye and become discolored. Whenever
fuorescein is used, the eyes should be flushed Soroughly with sterile saiine
‘solution that is recommanded for in-eye use prior 1o inserting lerses, Avard
mmmnmﬁﬁmmhm

. patient bo remove the b 1o ey d or

b

« Visusl changes of changes in lens folerance may occur during pregnancy of use:
of oral cantracepiives. Caution patients accondingly.

» Patients who wear o carmect preabyopl ot e best
‘cormacted visual acuity for efher far or near ision. Vision requirements vary with
the individual and showld be cansidered when selecting e most app
type of lens for each patient.

+ Befora leming the Eye Car ofica, patiants shauld ba able 1o

mﬁmmlﬁwhﬁuwﬂnﬂhummhmﬂaﬂm
remaove their lenses for them.

mmmmmmumumh

Tollowi regimen

_'“

* B sure Mat before [eaving he Eye Care Professionalls office, the patient is abie
hmmmummm-ﬂhumh

» Gaod hygiene hubits help p lens wear AWays Wash,
mudnmmman«unmlmmlmm

* Carefully follow e handling, inseroion, removal, cieaning, dininfecting, storing,

and wearing irstructions in e Pathent instruction Booklet for DAILIES TOTALT™
for Astigmalism (delefiloon A Soft Contact Lanses and any addiional instructions

provided by the Eye Care Professional

Whmﬂdlﬂmlh’aﬂmhwﬂlﬂhqhﬂnmnﬂm

MNever use tweezers or other

fram the lens container

«  Mways handle lenses carefully. If a kens is dropped, small particles or fibers may
‘adhere 1o the lens surtace, which can iitate the eye. Replace with a sterie new
lens.

L

mm.‘a‘ llrwring wearmii i
Mmmmmnmmmmmmm
injury to the eye. i is essenal that pasients follow their Eye Care Professional's
directians and all abeling nstructions for proper use of kenses and lens care
products. Eye prablems, including corneal uicers, can develop rapidly and
lead to loss of vision,

f a pafient experiences eye discomtort, foreign body sensabion, aressive
tnaring, vision changes, of redness of the aye, the patient should be instructed o
immediately ramewve anses and promptly contact his o her Eye Care
M.!hmn:dnmmummmw!pm

400 nm to 450 nm. This the fittrafien of lans hrough the
central & mm portion far 2 lens wih 0,09 mm center Sickness

* 5e2 “Not=". There is no demonstrated clinical benefit 1o a 33% reduction i visible
light &t wawslangths balow 450 nm,

CR-6576,v 1.0

» Studies h wearers have a greator sk of
Mering keratis than amang u

»  Dally woar lenses ane not indicated for overnight waar, and patients should ba
instructed nat to wear lenses while ing. Chnical study results’ have shown
‘that the risk of ulcerathve lueratitis is greater for dally wear users who wiar Bl
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. that has b or damaged. Replace with a steriie
new lmns.

Lens Wearing Precautions

*  Remove the lenses belore sieaping. Never excead the prescribed wearng

‘schedule regardiess of how comfortable the lenses feel, Daing so may increase

the risk of adverse effects.

Mways keap 3 supply of replacement lenses on hand or hawe back-up spectacies

Iildl a3 lenses should not be reused.

' 25 Tis may £ L.

coud result in seripus eye health problems.

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

The [ens should move freely on the eye at & times. I the bens sticks (siops

moving) on the eye, follow the recommended directions in e CARE FOR A

STICKING, TORN, DRY, O DECENTERED LENS section. ¥ non-movement of the

lens confinues, consult your Eye Care Professional immediately.

which
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REMOVE THE LENS IMMEDIATELY ¥ your eye becomes red of imftsted.
[Promplly remowe the lans o avoid serious mury in the event that dust, a foreign
Ibody, or other contaminant pets between the kens and the eye.

Mwoid 20 harmiful or imitating vapors and fumes while wesring lenses o reduce
ftha chance of ens contamnation or physical trauma fo the eye.

+ Eye imiation, infection, or lens damage may resul if cosmetics, lofion, soap,
cranm, hawr spray, deodorant, serosal products, or foralgn pariicles come in
contact with lenses. i sprays are used, eyes shouid be kept closed unti e
‘spray has seftied,

Consuk an Eye Care Professional about wearing lenses during water sports and
wtter related acthities. Contact lens axpasurn to non-sterls water during
activities such as swimming, water sking, and het fubs may increase the risk of
ocular infection incleding, ummumm

* Never intn

lers beging %o mowe freely on the eye befors aftempling to remove it R is
impartant Sat you wash and dry your hands fornughly before removing the
lens. If the deng contnues %0 stick, IMMEDITELY consutt your Eye Care
Professional,
1 @ lens bears in your eye, remove the piaces carafully by pinching Bam as you
would for normal kens removal. if the lens pleces do not seem o remove easily,
o not pinch the eye tissue, Rinse with saline, f this does not help, contact the
Eye Care Professional for assistance,
1f & lens deconters on the eye, & may be possibio o re-conter || by:

0 Closing your eyelids and genSly massaging the lens into place, of

o Looking n e frecion of the s nd birking genty, o

0 Gently the comez waith [ight finger

Mmh edge of the upper or jower ayelid.

with non-
(nchucing tap wator and salvva) as microbeal contamiation can occur, which may
lead 1o permanent eye damage.
(Do ot use lerses beyond B axpiration dats,
Solution Precautions
* Do not use salia or any liquid alher than the recommended sokion for

* Periodic eye examinaBions are extremely important for contact lees wearers.
‘Schedule and conduct appropriate follow-up examinations fo determine ocular
mmmmm:mmmmu
ch year of 08 the Eye Care F

cmu medications may cause dryness of e ey, ncreased lens awareness,
lens [ntolerance, blumed vision, or visional changes. These include, but are not
limited to, anShistamines, decongestants, diuretics, musce relaxants,
tranquilzors, and these for motion sickness. Calsion pasents using tese

. !I!dlru uw!ulumuu;ﬁmmum PrEGNANCY of use

It is strongly recommended that patients be provided with a copy of the DWLIES

TOTALT™ far AsSgmatism (deleficon A) soft contact lens Patient Instruction Bockiet

available from Alcon, It is important that patients understand its contents prior lo

dispensing the lenses.

Who Should Know the Patient is Wearing Contact Lenses

* Instruct patients o inform their empiloyers that they are wearing contact lanses.
Some jobs may require the use of eye protection equipment or may prohibil the
wearing of contact lenses,

* Inatruct the patiants o inform thelr health cara professionals that they are
‘wearing contact lensss, as certain medications may inferters wilh contact lens
e

Warning:

o waiter while

. may be reeved by biinking fuly several times ar by the
use of contact hmmMn aporoved for use with soft contact
lenses, if gryness parsists, consull your Eys Care Professional.

EMERGENCIES

¥ ¥ gandening saluticns, laborstory

chemicals, etc.) are spiashed info ihe eyes:

. Mmmm with fresh saling solution or tap water

* A contact e Eye Care Professional
wmammmmmm

ADVERSE EFFECT REPORTING

| a pafient experiences any serious adverse efiects associated with fe use of
deleicon A contact lenses, please rotfty. Alcon Medical Aftairs in the USA at
1-800-757-9780,

FTTING GUIDE AND PATIENT BOOKLET

pationt should be reminded to have replacement lenseq or back-up spectacies
avallable at all fimes.

» Do not use saliva, tap waler, homemade saline solution, distillod water, or
amything other than the racommended rewetting drops or lubricants Indicated for
use with soft lenses,

DISPOSAL AND RECYCLING

Disposa of conact lenses and the biister pack lidding in the waste bin, not down the
foilet or sink. The carton packaging and e polypropylens (PP) plastic shel of the
bister pack shouid ba placed in e waste bin or recycied according @ local waste
management guidance,

IN DFFICE USE OF TRIAL LENSES

Eye Care L shouid educate leng g proper
use of Irfal lenses. Each contact bens 18 shipped sterle in lbﬂrpﬁlwﬂm
phospiate beffered saline solufion. Hands shouid be tharoughly washed, rinsed, and
dried with a lint-free towsl prior o handiing & lens. In order o ensure stariliy, the
biister pack shoud nat be apened untl immediately prior to wse. For fitting and
dagnostic purposes, the henses should be daposed of sfter 3 single wse and nof be
re-used from patient to patient.

mmuwmhummmmmmm

oo oy ey acy ik d
mmmmmmmmn_mdﬂdm
Hmlnmmmnwmmmmmm

suppled in mmwnmummmm

Waier can harbor microorganisms that can fead fo severe infection, vision los:
mnmmmmmmmmwwlu
mﬂmmwm.mwum&om for
recommendations about wearing kerses during any acshity involving watee.

Paenls should be insucted bn chack e eyes reguiarly o make sure Ihey lock
well, feel comiortable, and vigion is clear
are esually

ied by one or mare of the

*  Whoderate to severe eye pain not releved by remaving the lens

+ Feeling of something in the eye (forsign body sensatan)

+ [Excessive waiering or ofer ey secretions, incuding mucapurulent discharge
+ Redness of the eyes

« Sensitvity ko lght {phatophobiz)

* Buming, stinging, fiching or other pain associated with e eyes

+ Comiort |s bess compared to when e lens was first placed on eye

* Reduced sharpness of vision (poor visual aculty)

*  Blured vigon, rainbows, or halos around objects

» Feeling of dryness
These

1 ignoeed, may |

WHAT TO DO IF A PROBLEM OCCURS

It amy of the above signs or sympioms occur;
* IMMEDATELY REMOVE THE LENSES.

+ I the discomsor! or problem stops, discard the bens and replace & with 2 new
one.

f the discomsdort or prablam confinwes after remaving the lensies) o upan

insarfion of a new lens, IMMEDIATELY remave the lens(es) and cotact an Eye

Care Prafessiona! for identification of the prablem and prompt treatment to avid
‘serious eye damage.

+ [Eyn Care Professionals should inform the patiant hat a serious candition such &

conjunctivitis must be managed and reated property fo awoid more serious
comgbcations.

+ Addiionally, contact lens wear may be associated with ocular changes that
require consideration of discontinuation or restriction nlu'l.l'lmll‘lh.nl

are ot it 0, loca or comeal eemz, epihel ¥
nfittrates, endothelial polymogathism,
tarsal papillary changes, conanctival injection, r S,

CARE FOR A STICKING, TORM, DECENTERED, OR DRY LENS

Paiients should be informed that it may be possible o resoive less serius problems

asseciated wilh contact kens wear by following the drections below. Howewer, f

Tollowing fhese directions does not resalve the problem, pafients should consult feir

Eye Care Profossonal immediately 1o avold injury to e eye.

+ The lens should move freely on the eye at all times, I the lens sticks (stops
moving) of beging bo dry on the eye, mmaﬁuww

g (used in packag

CR-6576,v 1.0

mmmumwmmwuﬁmm*m Thm Kifosag mpy appout on ibele a coriime:
A} contact lenses. For 3 detailed of e fitting Symbol
mmu mmnmmm-uummumnmm B Base Curve
lens Professional Fitting and information Guida for ot the DA Diametar
Professional Fitting and Information Guide and 3 Patient Instruction Bockdet are R —
wvallabe free of charge from:
Alcen Laboratenes, o g ...
6201 South Freeway L Lo
Fort Worth, TX 76134-2096, USA L gt
or by calling Aicon Customer Service in the USA at O Aos Cyindr power and axis
1-800-241-5998 W Utra-viclut
[} Ulra-vigel A
LLENS WEAR AMD REPLACEMENT SCHEDULE v Unra-vilit B
Daily Wear (Jess tham 24 hours, while awake) W-Vis Ure-cker 2nd Wk
* Normal daily wear of hnses assumes 2 minimum of & hours of non-lens wear HEVL g Energy V1
per 24-hour period; however, opfimum individual wearing schedules will vary. ® Packag Sor
+ The masimum dafy wearing time should be determined by the Eye Care = =
based upon the patient's ye condition because
Incividual responses 10 contac hanses vary. Rach code
. Dﬂwuﬂmmnﬂmm‘wmmmumw B M:
siressing the importance of adhering to a proper infial wearing schedule, For (Fgury date
patents who are rew 1 Galy wear, gradully ncreasing schedulad wearngime. | CO | Singe serle barrer system
may alow oculas Sssues ko more sasly adapt to contact lans wear. Sterfland usiog steam
Lens Replacement CE Eumosan ik
» Debeficon A contact nses are intended % be worn once (dady dspesable wear) [on) English jmxample of two lsfier code for B langusge)
and then discarded ai the end of each wearing period. The paiant should be A Caion
Instructed fo start the pext wearing period Wil a frash new lens. % " .
MDUNG WSTRLCTONS Do ol s bste package is damaged
','m ani iy compleley wilh  dean il -ee ® 0 NOT DASPOSE LENSES IN TOLET OR SNK
towel before handling contact lenses. ol Warstacturer
« Mot the correct lens power for each eye o avaid gesing fhem mixed up. =] Dgeoimanufuches |
» [Donot use F blister package |s damaged or not sealed comphetely. This may ] M l
resull in product contamination, which can lead 1o 2 serious eys infection. E= [y —
» Shake te bilster pack (containing 2 fresh new lens) gently priaf 10 cpening. pe
« Flemave the lans from the bister pack by caretuly pouring 2 anto the paim of the - “:,‘“ .
hand, o sais of y
* Ensure that the lens |5 right side out,
* Inspect the e rior o insertian, Do ot insert d d of unclean lenses.
Lens Insertion Instructions Manutacturer. Date: August 2021
= Wash and rn hands thoroughly and ey compely wih & clean, il-ree LIS 1
fowsl,
» Place a Jens on the tip of your clean and dry right or leftindex finger. Place the oMW, TX T6E36-2000, A
mwdummmumwuwumum US. Pat. warw.aiconpatents.com
« LUse the fingers of o other hand to Ift the upper eyelid, ! Chvock for actual product avallabiity which may change ovir Bime.

Place the lens directly on the eye comea) and genty roll finger away from the
lins.
Loak down and siowly reiease e lower id.
* Lok staight ahead and skowly release the upper Id.
* Bk gently.
Lens Removal Instructions
. muﬂmmlm'ﬁ.whmﬂthH-fm

-

Blink fuly several Bmes.

Whil loaking up, use the 8p of the finger 1o slids (he lens down onio the while
part of the ey,

Femenve the lens by pinching gently betwesn thumb and forefinger, Do not pinch
e eye tisse,

-

-

If the lens is difficut 1o grasp, dry fingers once more and by again. Do not use

rewesting drops in this instance.

*  Newer use weezers o ofiver sharp objects such as fingernalls 1o remove |enses
from your eyes,

ILENS CARE NRECTIONS

« To help aveld serious ey injury from contamination, te Eye Care Professional
sheuld review the folkowing instructions with Bhe patiest:

= Cleaning and disinfection of daily disposable lenses is not recommendid, The
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Clinical Study Protocol
Johnson & Johnson Vision Care, Inc.

PROTOCOL COMPLIANCE INVESTIGATOR(S) SIGNATURE PAGE

Protocol Number and Title: CR-6576 Evaluation of Lens Rotation in Habitual Wearers of Toric, Soft Contact
Lenses

Version and Date: 1.0 03 October 2024
I have read and understand the protocol specified above and agree on its content.

I agree to conduct this study according to ISO 14155:2020". Declaration of Helsinki® . United States (US) Code
of Federal Regulations (CFR)?, and International Council for Harmonization Good Clinical Practice E6(R2) (ICH
GCP)* and the pertinent individual country laws/regulations and to comply with its obligations, subject to ethical
and safety considerations. I. as the Principal Investigator. am responsible for ensuring that all clinical site
personnel, including Sub-Investigators. adhere to all 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 subjects.

All clinical site personnel involved in the conduct of this study will have completed Human Subjects Protection
Training before participating in the study.

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.

I have read the suggested guidance provided by JJVCI pertaining to the COVID-19 risk mitigation. (COVID-19
Work Instruction in the Appendix H of this protocol). I agree to conduct this study in compliance with local. state,
governmental guidance for COVID-19 risks.

Principal

Investigator:
Signature Date
Name and Professional Position (Printed)

Institution/Site:
Institution/Site Name
Institution/Site Address

CR-6576,v 1.0 JIVC CONFIDENTIAL

Page 112 of 112



