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Principal Investigator Protocol Agreement Page

T agree:

To assume responsibility for the proper conduct of this climcal study at this site and to
conduct the study in complhiance with this protocol, any future amendments, and with any
other study conduct procedures provided by the Sponsor.

That I am aware of, and will comply with, the internationally recognized code of Good
Clinmical Practices (GCP) and all other applicable regulatory requirements to obtain written and
dated approval from the Institutional or Central Review Board (IRB) or Independent Ethics
Commuttee (IEC) for the study protocol, written informed consent, consent form updates,
subject-recruitment procedures (eg, advertisements), and any other written mmformation to be
provided to the subjects, before imtiating this clinical study.

Not to implement any changes to, or deviations from the protocol without prior agreement
from the Sponsor and review and documented approval from the IRB/TEC, except to elininate
an immediate hazard to the study subjects, or when change(s) involves only logistical or
admimistrative aspects of the clinical study.

To permut direct monitoring and auditing by the Sponsor or Sponsor’s representatives and
mspection by the appropnate regulatory authority(ies).

That I am thoroughly familiar with the appropriate use of the mvestigational products(s), as
described 1n this protocol, and any other information provided by the Sponsor or designee,
mcludmmg, but not limited to, the current Investigator Brochure or equuvalent document and
approved product label (1f applicable).

To provide sufficient ime, and adequate numbers of qualified staff and facilities for the
foreseen duration of the climcal study to conduct the study properly, ethically, and safely.

To ensure all persons assisting in this study are adequately informed about the protocol,
mvestigational product(s), and their climcal study-related duties and functions.

Prnincipal Investigator (print name)

Prnincipal Investigator (signature) Date
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2 Synopsis

Name of Sponsor/Company: Bausch & Lomb Inc_, a Division of Valeant Research and Development, a
subsidiary of Valeant Pharmaceuticals North America, L1.C

Name of Investigational Product: Biotrue ONEday For Astigmatism Soft Contact Lens
Name of Active Ingredient: nesofilconA

Title of Study: A Study to Evaluate the Safety and Effectiveness of the Biotrue ONEday for
Astigmatism Soft Contact Lens When Wom on a Daily Basis

Number of Clinical Centers: 13

Objectives:

The objective of this study is to evaluate the safety and effectiveness of the Biotrue ONEday for
Astigmatism Soft Contact Lens when worn on a daily basis by currently adapted soft contact lens
wearers in a population inchuding Chinese ancestry.

Methodology:

This 15 a nmlticenter, randomized 1:1. parallel-group, bilateral, Investigator-masked study at

13 mvestigative sites in the United States (US) in a population including Chinese subjects (maternal and
paternal grandparents born in China), comparing Biotrue ONEday for Astigmatism Soft Contact Lens
(Test) to 1-Day Acuvue Moist for Astigmatism contact lenses (Control).

Approximately 244 subjects will be randomized in this 3-month, parallel-group, bilateral, Investigator-
masked study at 13 investigative sites in the US enrolling approximately 50% Chinese subjects. In order
for submuission of this study to the Chinese Regulatory Authorities, approximately 244 subjects will be
enrolled and randomized, including those of Chinese descent (both maternal and paternal grandparents
born in China, with a documented family tree worksheet kept with the subjects source documents).

At the Screening Visit, approximately half of the eligible subjects will be randomized to receive Biotrue
ONEday for Astigmatism Soft Contact Lenses (Test) and the other eligible half will be randomized to
receive 1-Day Acuvue Moist for Astigmatism contact lenses (Control). Both groups will wear their
assigned lenses on a daily wear basis throughout the study with visits planned for Screeming (Visit 1),
Dispense (Visit 2), 1 week (Visit 3), 1 Month (Visit 4), 3 Months (Visit 5). and/or a final Exit Visit.
Subjects will be randomized sequentially. Subjects will be dispensed product according to the treatment
arm corresponding to their randomization and will be unmasked.

Subjects will be instructed to use their habitual rewetting drops as needed during the study. Subjects will
be provided with Test lenses or Control lenses as part of the dispensing package and instructions for the
use and care for the test arficles.

Subjects will also be required to complete a paper diary on a weekly basis. Subjects will be provided
with a renunder at every visit to complete the diary to capture wear experience on a weekly basis unfil
they exit the study.

Number of Subjects Planned: 244

Diagnosis and Main Criteria for Inclusion:

The Bausch + Lomb Biotrue ONEday for Astigmatism (nesofilcon A) Soft (Hydrophilic) Contact Lens
15 indicated for the daily wear correction of refractive ametropia (myopia, hyperopia, astigmatism) in
aphakic or nonaphakic persons with non-diseased eyes, exhibiting astigmafism of 5.00 diopters or less,
that does not interfere with visual acuity (VA). The lens may be prescribed in spherical powers ranging
from +4.00D to -2.00D. The lens has been prescribed for single-use disposable wear. No lenses should
be disposed of. All lenses, wom or unworn, will be returned to the Sponsor.

To be eligible for enfry into the study, the subject nmst meet the following inclusion criteria:
s  Subject mmst be of legal age (at least 18 or as defined by state law) on the date the informed consent
form (ICF) 1s signed and have the capacity to provide voluntary informed consent.

s  Subject must be able to read, understand and provide written informed consent on the IRB approved
ICF and provide authorization as appropriate for local privacy regulations.

Final Climical Study Protocol
Version 1.0, August 23, 2018



Protocol 885 Biotue ONEday for Astigpmatism Soft Contact Lens Valeant Research and Development

*  Subject mmst have physiologically normal anterior segments not exhibiting clinically significant
biomicroscopy findings (greater than Grade 1 and/or presence of infiltrates) and have clear central
0 mm comeas.

*  Subject must be an adapted wearer of soft contact lenses, wear a lens in each eye, and each lens
must be of the same manufacture and brand.

*  Subject mmst have vision correctable through spherocylindrical refraction to 45 letters
(0.04 logMAR) or better (distance, high confrast) in each eye. Visual acuity of 0.04 logMAR is the
acuity where an individual subject would be given credit for reading logMAR. 0.0 and logMAR 0.0
1s equivalent to Chinese logarithmic visual acuity chart value of 5.0.

*  Subject mmst be myopic or hyperopic and require lens correction from +4 00 diopter (D) to -2.00 D
in both eyes.

*  Subject mmst be a habitual wearer of toric soft contact lenses.

*  Subject mmst be able to be fit in both the Test and Control lenses in the listed parameters.

s  Subject have no active ocular disease or allergic conjunctivitis.

*  Subject must not be using any topical ocular medications.

s  Subject must agree to wear their study lenses on a daily wear basis for the duration of the study.

*  Subject mmst be willing and able to follow the wisit schedule and follow instructions for use of the
study products.

Key exclusion criteria:

The subject is not eligible to participate in the study if the subject meets any of the following exclusion

crifena:

*  Subject has worn gas permeable (GP) contact lenses within last 30 days or polymethylmethacrylate
(PMMA) lenses within last 3 months.

s  Subject has systemic disease affecting ocular health

s Subject is using any systemic or topical medications that will affect ocular physiology or lens
performance.

s  Subject has an active ocular disease (for example but not limited to papillary conjunctivitis, any
conjunctivitis: viral bacterial allergic), any corneal infiltrative response or are using any ocular
medications.

*  Subject has any “Present” finding during the slit lamp examination that, in the Investigator’'s
judgment, interferes with contact lens wear.

s  Subject has any scar or neovascularization within the central 6 mm of the comea. Minor peripheral
corneal scarring (that does not extend into the central 6 mm of the cornea), that in the Investigator's
judgment, does not interfere with contact lens wear, are eligible for this study.

s  Subject has anisometropia (spherical equivalent) of greater than 2 00 D based on spherocylmdrical
reffaction.

s  Subject is aphakic.

s  Subject is amblyopic.

*  Subject has had any corneal surgery (eg, refractive surgery).

s  Subject is participating in a conflicting study (or actively participating within another active cohort
of this study).

s  Subject has participated in any drug or device clinical investigation (within 14 days) prior to entry
into this study and/or during the period of study participation

* Subject is 2 woman of childbearing potential if one of the following: pregnant, plans to become
pregnant during study or is breast feeding.

* Subject meets any of the following criteria:

—  Ophthalmologist, OD, Optician, Ophthalmologist’s Assistant/Technician
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— employee of a market research firm
— employee of manufacturer of contact lens or contact lens care products
— employee of the investigational site
*  Subject wears monovision or multifocal contact lenses.
s  Subject is considered by the Investigator to not be a suitable candidate for participation.

Investigational Product, Dosage and Mode of Adminisiration (Test Article):
The Test Product in this case is the Biotrue ONEday for Astipmatism Soft Contact Lens. The description
15 as follows:

Diameter: 14.5 mm

Base Curve: 8§ 4 mm

Matenal: nesofilcon A

Spherical Power: Plano to —6.00D (in 0.25D steps);

Cylinder Powers; -.75, -1.25, -1.75

Axis: 10°, 20°, 60°,70°, 80°, 907, 100°, 110°, 120°.160°, 170°, 1807 (12 axes)

Cylinder Powers; -2.25
Axis 20°, 90°, 160°, 1807 (4 axes)

Spherical Power: -6.50 to -9.00 (in 0.50D Steps);
Cylinder Powers; -.75, -1.25, -1.75
Axis: 10°, 20°,707, 80°, 907, 100°, 110°, 1607, 170°, 1807 (10 axes)

Spherical Power: +0.25D to +4.00D (in 0.25D steps);
Cylinder Powers: -0.75D. -1.25D, -1.75D
Axis: 20°, 707, 90°, 110°, 1607, 180° (6 axes)

Orientation Mark at 6 o’clock

Duration of Treatment:

Duration of clinical trial per subject: 3 months

Visits scheduled at Screening (Visit 1), Dispense (Visit 2), 1 week (Visit 3), 1 month (Visit 4), 3 months
(Visit 5), and/or a final Exit Visit.

Reference Therapy, Dosage and Mode of Administration:

The Control Product in this case is the 1-Day Acuvue Moist for Astigmatism contact lenses with the
following description-

Diameter: 14 5 mm

Base Curve: 8.5 mm
Matenal: etafilcon A

Spherical Power: Plano to —6.00D (in 0.25D steps);
Cylinder Powers; -.75, -1.25, -1.75
Axis: 10°, 20°, 60°,70°, 80°, 907, 100°, 110°, 120°.160°, 170°, 1807 (12 axes)

Cylinder Powers; -2.25
Axis 20°, 90°, 160°, 1807 (4 axes)
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Power: -6.50 to -9.00 (in 0.50D Steps);
Cylinder Powers; -.75, -1.25, -1.75
Axis: 10°, 20°,707, 80°, 907, 100°, 110°, 1607, 170°, 1807 (10 axes)

Spherical Power: +0.25D to +4.00D (in 0.25D steps);
Cylinder Powers: -0.75D. -1.25D, -1.75D

Axis: 20°, 707, 90°, 110°, 1607, 180° (6 axes)
Orientation Marks at 3 and 9 o’clock

Criteria for Evaluation:
The primary effectiveness endpoint is the proporfion of subjects achieving a contact lens comected
distance logMAR VA of 0.04 or better in both eyes, evaluated at the 1-Week Follow-up Visit. Visual
acuity of 0.04 logMAR is the acuity where an individual subject would be given credit for reading
logMAR 0.0 and logMAR 0.0 is equivalent fo Chinese logarithmic visual acuity chart value of 5.0.
Other performance criteria for evaluation will be summarized descriptively.
Effectiveness:
1 Visual acuity
— optimal corrected distance BSCVA measured with the phoropter
— contact lens corrected distance VA
Safety:
1  Eye condition
Eve condition criteria include the following, which will be summarized descriptively.
—  Slit lamp findings
—  Duilated fundus exam findings
— Intraocular pressure
2 Lens Suitability
— Cenfration
—  Wettability
—  Movement
3 Lens Status
—  Deposits
4 Visual acuity
— uncomected distance VA
5 Change in manifest refraction between the Screening and Exit Visits
6 Change in corneal curvature between the Screening and Exit Visits

Statistical Methods:
General Statistical Methods

In general, data will be summarnized by treatment group and visit as appropriate. Data will be
summarized separately at the subject and eye levels. Subject level summaries will summarize the
average of the subject’s 2 eyes for continnous variables and the worst case over both eyes for
categorical variables.

Summaries for contimous variables will include the sample size, mean standard deviation, median,
minimmm, and maxinmm Means and medians will be presented with one more decimal place than the
recorded raw data. Standard deviations will be presented with 2 more decimal places than the recorded
raw data. Minima and maxima will be presented with the same number of decimal places as the
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recorded raw data. Values with magnitude less than 1 will be presented with a leading zero to the left
of the decimal (eg, 0.123 or -0.123).

Categorical data will be summarized using frequencies and percentages. Percentages will be presented
with one decimal place. Percentages may not be presented when the count is zero. Unless otherwise
specified the denominator for percentages will be the number of non-missing values within the group
being presented.

Primary Effectiveness Analysis

At the 1-Week Follow-up Visit, subjects with non-missing logMAR acuities 0.04 or better in both eyes
will be classified as “0.04 or Better.” Subjects with at least one logMAR acuity = 0.04 at the visit will
be classified as “Worse than 0.04.” Subjects with at least one missing value at the visit will not be
classified and their classification value will be assigned as missing.

The summaries and analyses of the primary effectiveness endpoint will be at the subject level.

Use of the Intention-to-Treat (ITT) Population and imputation of missing values are not conservative
practices in non-inferiority analyses. Consequently, the Per Protocol Population will be used for the
primary analysis without imputation of missing data.

VA Effectiveness will be summarized categorically (0.04 or Better, Worse than 0.04) by treatment
group at the 1-Week Follow-up Visit for the Per Protocol (PP) Population in a table. Missing data will
not be imputed for this primary analysis of the PP Population. The denominator for percentages will be
the number of non-missing values.

The difference between treatment groups (Test minus Control) in the proportion of subjects classified
as “0.04 or Better” will be estimated An asymptotic Wald non-inferionty test (without contimity
correction; using the sample variance; alpha risk = 0.025) and the associated two—sided 95%
confidence interval will be used to test the stafistical hypothesis. The difference befween treatment
groups (in percentage units), the asymptotic standard error for the difference (in percentage units), the
associated Z value, the p-value for the non-inferionty test, and a two—sided 95% confidence interval (in
percentage units) around the difference will be presented. |G
e
0
I

Sample Size Calculations:

Primary Effectiveness Endpoint

The mull hypothesis is that the difference in the proportion of subjects with both eyes “0.04 or Better”
between the test group (nr) and the control group (nc) is less than or equal to the negative value of the
non-inferiority margin (-8). The alternative hypothesis is that the difference in proportions is greater than
the negative value of the non-inferiority margin

Hy:mr-me = -4

Hl:ﬂr—ﬂc =5

In a previous evaluation of Biotrue ONEday for Astigmatism Soft Contact Lenses, 92 5% of subjects
with baseline logMAR BSCVA of 0.04 or better achieved the primary effectiveness endpomt of this
study at the follow-up visit. Consequently 92 5% is the expected percentage of subjects “0.04 or Better”
in the Test and Control groups. |
|

A one-sided alpha risk of 0.025 (eg, a two-sided 95% confidence mterval) will be used to test the
hypothesis.

When the sample size in each group is 109 subjects, a two-group large-sample normal approximation
test of proportions with a one-sided 0.025 significance level will have 80% power to reject the null

hypothesis hat th test i inferior f the contro! NN N | N =
favor of the alternative hypothesis that the test lens is non-inferior, assuming expected difference

in proportions is 0.000 and the proportion in the standard group is 0.923.
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Overall Power and Sample Size

In order to allow for dropouts of up to 10%, at least approximately 109/{1-0.1) = 122 subjects will be
enrolled in each treatment group for a total enrollment of approximately 244 subjects.
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4 List of Abbreviations and Definitions of Terms

Abbreviation or specialist term

ADE
AE
B5CVA
CFR
CRA
CRF
CTM

D

FDA
GCP
GP
HIPAA
ICF
ICH

1)}

IEC
IOP
IRB
ITT
logMAR
MCMC
MedDRA
MPS
oD
PMMA
PP

PT

SAE
sS0C
S0P
SUSAR
TEAE
UADE
us

VA

NOTE: The first occurrence of some abbreviations is not spelled out in the document (eg, units af measnre).
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Definition or Explanation

Adverse device effect

Adverse event

Best spectacle-corrected visual acuity

Code of Federal Regulations

Clinical research associate

Case report form

Clinical trial materials

Diopter

US Food and Drug Administration

Good clinical practice

(Gas permeable

Health Insurance Portability Accountability Act
Informed consent form

International Conference on Harmonisation
Identification

Independent Fthics Committee

Intraocular pressure

Institutional review board

Intent-to-treat

Logarithm of the mininmm angle of resolution
Markov chain Monte Carlo

Medical Dictionary for Regulatory Activities
Multi-purpose solution

Doctor of optometry

Polymethylmethacrylate
Per protocol

Preferred term

Serious adverse event

System organ class

Standard operating procedure

Suspected unexpected serious adverse reaction
Treatment-emergent adverse event
Unanticipated adverse device effect

United States

Visual acuity
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5 Introduction and Rationale

5.1 Introduction
The Bausch + Lomb Biotrue® ONEday for Astigmatism (nesofilcon A) Soft (Hydrophilic) Contact

Lens 1s indicated for daily wear for the correction of astigmatism. The lens 1s prescribed for single-
use disposable wear, and 1s to be discarded after each removal.

5.2 Rationale

5.2.1 Study Rationale

The rationale for the study 1s to evaluate this lens in a population including currently adapted soft
contact lens wearers of Chinese ancestry.

5.2.2 Design Rationale and Risk Assessment

The assessments required for the study are routinely performed and are standard of care for contact
lens wearers. The subjects will be informed of any potential study specific risks in the mmformed
consent form (ICF) or 1f new risks become apparent during the study.

6 Study Objectives and Purpose

6.1 Objective
The objective of this study 1s to evaluate the safety and effectiveness of the Biotrue ONEday for

Astigmatism Soft Contact Lens when wom on a daily basis by currently adapted soft contact lens
wearers 1 a population including Chinese ancestry.

7 Investigational Plan

7.1 Description of the Protocol

Thus 15 a multicenter, randomuzed 1:1, parallel-group, bilateral, Investigator-masked study at

13 mvestigative sites in the United States (US) on a population mncluding approximately 50%
Chinese subjects (maternal and paternal grandparents born in China), comparing Biotrue ONEday
for Astigmatism Soft Contact Lens (Test) to 1-Day Acuvue Moist for Astigmatism contact lens
(Control).

Approximately 244 subjects will be randomized 1n this 3 month, parallel-group, bilateral,
Investigator-masked study at 13 mvestigative sites i the US enrolling Chinese subjects. In order for
submission of this study to the Chinese Regulatory Authorities, approximately 244 randomuzed
subjects will be enrolled, including those of Chinese origin with 2** generation Chinese ancestry
with both sets of grandparents bemg of Chinese onigin, with a documented fanuly tree worksheet
kept with the subject’s source documents.
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A person with Chinese ancestry would be defined as a subject with both sets of grandparents born in
China. A person with 3 Chinese grandparents and one grandparent of full Chinese ancestry who was
not born 1n China will be defined as “Non-Chinese™.

At the Screening Visit, approximately half of the subjects will be randomized to recerve Biotrue
ONEday for Astigmatism Soft Contact Lenses (Test) and the other half will be randomuized to
recerve 1-Day Acuvue Moist for Astigmatism contact lenses (Control). Both groups will wear their
assigned lenses on a daily wear basis throughout the study with visits planned for Screening

(Visit 1), Dispense (Visit 2), 1 week (Visit 3), 1 Month (Visit 4), 3 Months (Visit 5), and/or a final
Exat Visit.

Subjects will be randomized sequentially. Subjects will be dispensed product according to the
treatment arm corresponding to their randomization and will be unmasked.

Subjects will be instructed to use their habitual rewetting drops as needed during the study. Subjects
will be provided with study lenses as part of the dispensing package and instructions for the use and
care for the test articles.

Subjects will also be required to complete a paper diary. Subjects will be provided with a reminder
to complete the diary to capture wear experience on a weekly basis until they exit the study.

7.2 Duration of Study Participation

7.2.1 Duration of Study Participation for Each Subject

Investigators will have up to 3 weeks between the Screening and Dispensing Visit.

Subjects will be followed for 3 months (unless discontinued or lost to follow-up) and must adhere to
the following schedule:

Visit Target Acceptable Visit Range
V1: Screening Visit None Day -21 to Day -14

V2: Dispensing Visit Day1 NA

V3: 1-Week Follow-up Visit Day 8 Day6-10

V4: 1-Month Follow-up Visit Day 31 Day 28 — 36

V35: 3-Month Follow-up Visit Day 92 Day 92 -102

NA = not applicable
Notes: The 3-month follow-up visit must occur no earlier than Day 92. There is no Day 0 in this numbering
scheme. The day prior to dispensing is Day-1.

The visit range 1s based on the date test articles are imtially dispensed (Dispensing Visit). A visit
scheduling table will be provided in the imtial study shipment to aid the Investigator in scheduling
Follow-up Visits.
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7.2.2 Determination of End of Clinical Trial (All Subjects)

The subject has completed the study when the 3-Month Follow-up visit (Visit 5) 1s concluded.
Subjects who require further follow-up will be followed according to the adverse event (AE) section
(Section 11.5.8).

Bausch + Lomb Climical Operations will notify the Investigator when to contact the IRB to inform
them that the study 1s complete.

If during the study 1t becomes evident to the Sponsor that the study should be stopped prematurely
or placed on hold, approprnate notification will be given to the US FDA, Investigator(s), and IRBs,
as applicable. Bausch + Lomb Clinical Operations will instruct the Investigators to stop/restart
dispensing study matenials and will arrange for study closeout, if applicable, at each site.

7.3 Study Design and Assessments

Study assessments are summanized in Table 1. Methods of clinical evaluation are presented in
Appendix A
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Table 1.

Study Design and Schedule of Assessments

Valeant Research and Development

PROCEDURE/ASSESSMENTS

Visit 1-
Screening

Visit 2
Dispense

(Day 1)

Visit 3
1-Week
Follow-up
{Day 6-10)

Visit 4
1-Monih
Follow-up
(Day 28-36)

Visit 5
3-Month
Follow-up
(Day 92-102%)

Unscheduled
Visit

Exit
Visit

Informed ConsentHIPAA Authorization

Demographics/Baseline Eye/Lens Characteristics

Medical History

Fligibility

Randomization

s B B b B

Dispense and/or retum study materials

Diary instruction/reminders and refurn

alle!

slls!

alle!

slls!

»d| P4l

alle!

Symptoms/Complaints (with habitual lenses inchiding
rewetting drops usage)

»

Adverse Events

™

™

"

Without Lenses

Uncorrected distance VA

Autorefraction

Spherocylindrical Refraction

Distance BSCVA

Keratometry

Slit Lamp Exam

Intraocular Pressure (I0P)

Direct Ophthalmoscope (non-dilated) on the crystalline
lens, ocular media, macular region and optic nerve head)

b s I e b

SR B I Ee

b s I e b

SRR B Ee- B B

I T B e

Dilated Fundus Exam

S e b B Bl B B B

s e T Bl Bl Fa Bl B

With Study Lenses

Symptoms/Complaints  (including
usage)

rewetting  drops

)

»

»d

Distance high contrast logMAR. lens VA

XJ

Xz ]

X

Over-refraction and Distance VA

XJ

Xz ]

X

VA line change comparison — Dispense Visit to BSCVA

XJ

VA line change comparison — Exit BSCVA to Screening
BSCVA

»d

Keratometry comparison
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Visit 2 Visit 3 Visit 4 Visit 5
PROCEDURE/ASSESSMENTS ool | Dispense | Lveek 1-Month S-Month | Unscheduled | Exit
creening (Day 1) Follow-up Follow-up FD“DW—IIPI Visit Visit
- (Day 6-10) (Day 28-36) (Day 92-102%)

VA line change comparison — High confrast distance

lens VA at Unscheduled Visit fo high confrast BSCVA X

at Dispensing Visit

VA line change comparison — Follow-up wisit to X X X

Dispense Visit contact lens VA

Lens Wettability/Centration Movement/ and Rotation X X X X X X

Lens Deposits X X X X X X

BSCWVA =best spectacle-comrected visual acuity, HIPPA = Health Insurance Portability Accountability Act, VA = visual acmity
! The 3-Month Follow-up Visit mmust occur no earlier than Day 92.
2 To be assessed for lenses dispensed at this visit if the subject did not wear lenses to the visit.

* To be assessed for lenses worn to the visit.

* Lenses will be dispensed as a 3 month supply at Visit 2 (or an Unscheduled Visit in the event of lost lenses when a fresh supply is reordered and dispensed). Used
lenses will be collected at Visit 3, 4. 5, Exit Visit, and/or Unscheduled Visit (in the event of lost lenses when a fresh supply has to reordered and dispensed which would

occur at an Unscheduled Visit).

*In the event the subject comes in for an Unscheduled Visit because he is experiencing a problem Symptoms and Complaints have fo be assessed at this time.

8 Collection of wetting drop usage not required at Visit 1 (Screening).
Note: The Exit Visit will be delayed in the event that there is a complication and the subject needs to be followed up through an Unscheduled Visit.
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8 Selection and Withdrawal of Subjects

8.1 Number of Subjects Planned
Approximately 244 subjects will be randomized 1n this 3-month, parallel-group, bilateral,
Investigator-masked study at 13 mvestigative sites in the US enrolling Chinese subjects.

8.2 Subject Inclusion Criteria
To be eligible for entry into the study, the subject must meet the following inclusion critena:
1. Subject must be of legal age (at least 18 or as defined by state law) on the date the ICF 1s
signed and have the capacity to provide voluntary informed consent.

2. Subject must be able to read, understand and provide wrntten informed consent on the
IRB approved ICF and provide authorization as appropnate for local privacy regulations.

3. Subject must have physiologically normal anterior segments not exhibiting climcally
significant biomicroscopy findings (greater than Grade 1 and/or presence of infiltrates)
and have clear central 6 mm corneas.

4. Subject must be an adapted wearer of soft contact lenses, wear a lens in each eye, and
each lens must be of the same manufacture and brand.

5. Subject must have vision correctable through spherocylindrical refraction to 45 letters
(0.04 logMAR) or better (distance, high contrast) in each eye. Visual acuty of 0.04
logMAR 1s the acuity where an individual subject would be given credit for reading
logMAR 0.0 and logMAR. 0.0 1s equivalent to Clunese logarithmic visual acuity chart
value of 5.0.

6. Subject must be myopic or hyperopic and require lens correction from +4.00 diopter (D)
to -9.00 D in both eyes.

7. Subject must be a habitual wearer of toric soft contact lenses.
8. Subject must be able to be fit in both the Test and Control lenses in the listed parameters.
9. Subject have no active ocular disease or allergic conjunctivitis.
10. Subject must not be using any topical ocular medications.
11. Subject must agree to wear their study lenses on a daily wear basis for the duration of the
study.
12. Subject must be willing and able to follow the visit schedule and follow mnstructions for
use of the study products.
Wrtten mformed consent, enrollment in the study, or dispensing of study products cannot
begin until the Investigator has recerved IRB approval to conduct the study. The Sponsor and
IRB must approve any advertising used fo recruit subjects prior to use of that advertising.

All consented subjects must be accounted for, whether they participate in the study or not.
Bausch + Lomb will provide a Screeming Log on which to enter information for each subject
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who signs an ICF. All screened subjects must be entered onto the Screeming Log, in the order
in which they were consented, where they will be assigned a sequential subject identification
(ID) number. Once a potential subject 1s consented and their imtials are entered onto the
Screening Log, the Investigator should proceed with Screeming procedures.

Potential subjects are deemed either “Screen Pass™ or “Screen Fail ” “Screen Fail” subjects
have not met the study inclusion criteria or have met the exclusion critenia. “Screen Fail”
subjects cannot be randomized. Subjects are considered enrolled when they have signed the
ICF. The copy of their signed ICF and any information collected as part of screening (eg,
source documents, etc.) must be kept in their medical records.

“Screen Pass™ subjects have met all of the study inclusion criteria and have not met any of
the exclusion criteria. Only “Screen Pass” subjects can be randomized to recerve the study
lenses.

Once a subject has signed the ICF, a subject 1s considered enrolled and nmmst be accounted for
at every visit until exited (completed, discontinued, or non-dispensed) from the study, even if
they are not dispensed study matenals.

8.3 Subject Exclusion Criteria

The subject 1s not eligible to participate in the study if the subject meets any of the following

exclusion criferia:

1. Subject has womn gas permeable (GP) contact lenses within last 30 days or
polymethylmethacrylate (PMMA) lenses within last 3 months.

2. Subject has systemic disease affecting ocular health.

3. Subject 1s usmg any systemuc or topical medications that will affect ocular physiology or
lens performance.

4. Subject has an active ocular disease (for example but not linuted to papillary
conjunctivitis, any conjunctivitis: viral, bactenal, allergic), any comeal infiltrative
response or are using any ocular medications.

5. Subject has any “Present” finding during the slit lamp examination that, in the
Investigator’s judgment, interferes with contact lens wear.

6. Subject has any scar or neovascularization within the central 6 mm of the cornea. Minor

peripheral corneal scarning (that does not extend into the central 6 mm of the cornea),
that n the Investigator's judgment, does not interfere with contact lens wear, are eligible

for this study.
7. Subject has amisometropia (spherical equivalent) of greater than 2.00 D based on
spherocylindrical refraction.
8. Subject 15 aphakic.
9. Subject 1s amblyopic.
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10. Subject has had any corneal surgery (eg, refractive surgery).

11. Subject 1s participating in a conflicting study (or actively participating within another
active cohort of this study).

12. Subject has participated in any drug or device clinical mvestigation (within 14 days)
prior to entry into this study and/or during the period of study participation.

13. Subject 1s a woman of childbearing potential 1f one of the following: pregnant, plans to
become pregnant during study or 1s breast feeding.

14. Subject meets any of the followimng criteria:
— Ophthalmologist, OD, Optician, Ophthalmologist’s Assistant/Technician
— employee of a market research firm
— employee of manufacturer of contact lens or contact lens care products
— employee of the mnvestigational site
15. Subject wears monovision or multifocal contact lenses.

16. Subject 1s considered by the Investigator to not be a smtable candidate for participation.

If a subject meets all the inclusion critenia and does not exhibit any of the exclusion criteria,
the subject 1s eligible to be enrolled into the study. Ineligible subjects MUST NOT be
enrolled in this study and are considered a “Screen Fail”. Any subject enrolled in the study
who later 1s found to have not met the eligibility criteria at entry will be discontinued.

Note: Any exceptions to the Inclusion and Exclusion criteria must be cleared by the Sponsor.

8.4 Subject Withdrawal Criteria

8.4.1 List of Treatment Withdrawal Criteria

A subject MUST be discontinued prior to the final study visit for any of the following
reasons:

e voluntary withdrawal
e death
e Investigator decision that it 1s not in the best medical interest of the subject to continue
participation in the mvestigation
e neligible at the Screeming Visit - does not meet the eligibility critenia in the protocol
e mability to mamntain recommended wearing schedule
e continued failure to follow subject instructions
e nusses more than 1 Follow-up Visit, not mcluding the 3-Month Visit
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¢ lack of motivation

e lost to follow-up (see Section 8.4 3)

e nstillation of non-medically mdicated solution not specified in the protocol

e other eye 15 discontinued

e becomes pregnant during the study

e 3-month follow-up wisit 1s conducted prior to Day 92

Prior to discontinmung a subject, every effort should be made to contact the subject, schedule
a final study wisit, obtamn as much follow-up data as possible, and to retrieve all study
materials. Adverse events will be followed as described 1n Section 11.5 8. Subject
discontinuations will be documented clearly on the source document and applicable eCRF.
The Investigator should indicate the PRIMARY (one) reason that the subject was

discontinued for each eye. Subjects that are discontinued from the study following
randonuzation will not be replaced.

8.4.2 Reasons for Treatment Withdrawal

A subject MAY be discontinued (at the discretion of the Investigator, the Sponsor, and/or the
IRB) prior to the final study visit for a varety of reasons, including, but not limited to:

e an AE occurnng during the course of the study, which precludes continued treatment or
follow-up

e persistent slit lamp findings (must be reported to the Sponsor within 24 hours) of the
following grades:

» Moderate
e Severe

e persistent study-related symptoms/complaints

e unacceptable distance lens VA, lens centration, lens movement, or unacceptable lens
rotation

8.43 Lost to Follow-up

Subjects who do not return for scheduled Follow-up Visits, as defined by the visit window,
and cannot be contacted, are to be considered lost to follow-up. All attempts to contact the
subject should be documented and kept with the subject’s source documentation, and the
applicable eCRFs will be completed. The date of exit reported shall be the date of last
mn-chinic study visit.
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8.4.4 Treatment Withdrawal Follow-up Procedure
Exat Visit assessments should be completed for discontinued subjects.

9 Treatment Plan

The study will be conducted at approximately 13 investigative sites located in the US by
Investigators who are determined by Bausch + Lomb to be suitably qualified by traiming and
experience to conduct this study. Pnincipal Investigators will be identified on the Device
Investigator Agreement Form.

In the event that selected sites do not meet full enrollment, the Sponsor may decide to
increase enrollment as needed at other currently active sites and/or additional site(s) may be
added to satisfy the enrollment requirements of the study.

9.1 Randomization and Methods of Assigning Subjects to Treatment Groups

Subjects will be randomized to one of 2 treatment arms at a 1:1 ratio, wearing either Test or
Control lenses in both eyes for the duration of the study. Randomization will be stratified by
site, ancestry (Chinese, Non-Chinese), and sphere power sign (positive, negative).

Subjects will be randonuzed sequentially.

The randonuzation scheme will be produced prior to study enrollment by an unmasked
statistician not otherwise involved in the trial An unmasked designee at each site will be
responsible for dispensmg the study lenses according to the randomized treatment
assignments. Lenses will be dispensed directly to the subject by the unmasked designee,
thereby maintaining Investigator masking. In an effort to ensure that the Investigator remains
masked, the unmasked designee MUST dispense the study lenses and MUST remove foils
from their blister packs out of the Investigator’s sight immediately prior to dispensing.
Unworn (unopened) lenses that are returned by the subject to the site must be returned m a
manner so as not to unmask the Investigator and other staff members at the site (1e, returned
n an opaque bag or container labeled with subject identifiers). The unmasked designee will
be responsible for physically examining the unopened lens blister package labeling to ensure
the appropriate lenses were returned, and will document the return of these lenses in the
CTM Product Accountability Log. The Investigator should contact the Medical Monitor prior
to emergency unmasking of study arm assignment. In an urgent situation, however, where
knowledge of the study arm assignment 1s critical to subject safety, the code may be broken
by requesting the allocated treatment for that subject from the unmasked designee.

The Investigator must notify the Sponsor/Medical Monitor and/or Study Manager as soon as
possible after emergency unmasking. In addition, the Investigator must record the date, time,
and reason for unmasking the study arm assignment in the source documentation.
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Study Monitors will become unmasked during site visits as they perform reconciliation
activities and/or review randonmuzation assignments, product accountability records, product
mventory, and subject records. Study Monitors must take care not to unmask the Study
Manager, other Bausch + Lomb staff, Contract Research Orgamization (CRO) staff, or site
staff during the study.

9.2 Concomitant Medications

Subjects will be instructed to use their habitual rewetting drops as needed during the study.
Other contact lenses/solutions are not allowed to be used by subjects duning the study. All
conconutant medications (ocular, systemic or topical) that have been taken in the past

30 days before sigming the ICF and during the course of the study will be collected.

In the event that a subject requires medical treatment (prescription medication) for an ocular
condition, treat the subject as appropnate to prevent further complications and to potentially
resolve the event.

9.3 Treatment Administration and Compliance

The Investigator or other designee will review mstructions and warnings for lens wear, lens
care, handling, cleamng, and disinfecting with the subject. Any subject who does not follow
mstructions to a degree that, in the Sponsor or Investigator’s opinion, jeopardizes the
subject’s well-being or the validity of the study, must be discontinued (see Section 8.4).

94 Protocol Deviations

The date of and reason for deviations will be documented n all cases. Significant or major
protocol deviations impacting the safety of the subject or the integnity of the study must be
reported by the Investigator to the IRB immediately. Reporting of all other protocol
deviations must adhere to the requirements of the governing IRB.

Subjects may continue to participate until the end of the study, unless the protocol deviations
put the subject at risk or the subject’s condition requures that they be discontinued from the
study.

10 Study Materials and Management

Bausch + Lomb will provide all study materials at no charge to the Investigator. Sites will be
provided with dispensing sets for both the Test and Control lenses. All other materials will be
provided to the site prior to the start of the study.

Subjects will be given an adequate supply of study lenses to wear on a daily disposable basis
for the duration of the study.
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Subjects will be provided with lens cases in which to dry stack their used lenses. All used
lenses and blister foils will be returned at 1 week (Visit 3), 1 Month (Visit 4), 3 Months
(Visit 5), and Exat Visits and all unused lenses will be returned to the Sponsor at end of the
study.

Subjects will be instructed to use their habitual rewetting drops as needed during the study.
Use of other contact lenses or care products 1s not allowed.

10.1 Investigational Product, Biotrue ONEday for Astigmatism

The Test Product in this case 1s the Biotrue ONEday for Astigmatism Soft Contact Lens. The
description 1s as follows:

Diameter: 14.5 mm

Base Curve: 8.4 mm
Material: nesofilcon A

Spherical Power: Plano to —6.00D (in 0.25D steps):
Cylinder Powers; -.75, -1.25, -1.75
Axis: 10°, 20°, 60°,70°, 80°, 90°, 100°, 110°, 120°,160°, 170°, 180° (12 axes)

Cylhinder Powers; -2 25
Axis 20°, 90°, 160°, 180° (4 axes)

Power: -6.50 to -9.00 (in 0.50D Steps):
Cylinder Powers; -.75, -1.25, -1.75
Axis: 10°, 20°,70°, 80°, 90°, 100°, 110°, 160°, 170°, 180° (10 axes)

Spherical Power: +0.25D to +4.00D (in 0.25D steps);
Cylhinder Powers: -0.75D, -1.25D, -1.75D
Axis: 20°, 70°, 90°, 110°, 160°, 180° (6 axes)

Orientation Mark at 6 o’clock.

10.2 Imvestigational Control Product, 1-Day Acuvue Moist for Astigmatism Contact
Lens
The Control Product m this case 1s the 1-Day Acuvue Moist for Astigmatism contact lenses
with the followimng description:
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Diameter: 14.5 mm

Base Curve: 8.5 mm
Material: etafilcon A

Spherical Power: Plano to —6.00D (in 0.25D steps):
Cylinder Powers; -.75,-1.25, -1.75
Axis: 10°, 20°, 60°,70°, 80°, 90°, 100°, 110°, 120°,160°, 170°, 180° (12 axes)

Cylinder Powers; -2 25
Axis 20°, 90°, 160°, 180° (4 axes)

Spherical Power: -6.50 to -9.00 (in 0.50D Steps);
Cylinder Powers; -.75,-1.25, -1.75
Axis: 10°, 20°,70°, 80°, 90°, 100°, 110°, 160°, 170°, 180° (10 axes)

Spherical Power: +0.25D to +4.00D (in 0.25D steps);
Cylinder Powers: -0.75D, -1.25D, -1.75D
Axis: 20°, 70°, 90°, 110°, 160°, 180° (6 axes)

Orientation Marks at 3 and 9 o’clock.

The Investigator should refer to Appendix C for the fiting gide for the study lenses.

10.2.1 Packaging and Labeling

The Test lenses (Biotrue ONEday for Astigmatism) used in this study will be provided in the
currently marketed packaging. The blister label will contain the following information:

e lens power

e base curve

e lens diameter

e lot number

e expiration date

e manufacturers name

The Control lenses (1-Day Acuvue Moist for Astigmatism) used mn this study will be
provided in the currently marketed packaging. The blister labels will contain the following
information:
e lens power
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e base curve

e lens diameter

e lot number

e expiration date

e manufacturer’s name

The commercial cartons for both Test and Control lenses will contain an additional label:
“Study 885 For Clinical Trial Use Only”.

10.2.2 Storage, Handling, and Disposal of Study Lenses
All Test and Control lenses provided by the Sponsor must be stored i a secure location

accessible only to study personnel and maintained at room temperature. No lenses should be
disposed of. All lenses, worn or unworn, will be returned to the Sponsor.

10.2.3 Study Lens Preparation
The Investigator should refer to the Fitting Guide (see Appendix C) for fitting the Test and

Control lenses.

10.2.4 Administration

Test or Control lenses will be worn on a daily disposable wear basis. One hundred twenty
(120) new study lenses will be shipped to the site per eye. Up to 110 new study lenses will be
dispensed per eye at the Dispensing Visit to provide sufficient quantities to maintain a daily
disposable wear modality for at least 102 days. Ten (10) study lenses will remain at the site
for all Follow-up Visits.

After contact lens assessments are complete at Follow-up Visits, the Investigator will collect
and store worn lenses for subsequent retum to the Sponsor.

10.2.4.1 Subject Instructions

All subjects must be given Subject Instructions for the use of study lenses (refer to Appendix
B for Subject Instructions). Subjects must comply with the instructions provided to them.
Subject Instructions will be supplied to the Investigator by Bausch + Lomb for distribution to
the subjects.

All subjects must refer to lens subject mnstructions for precautions and warnings related to
contact lens wear. Subjects should refer to the package insert for precautions and warnmings
related to the use of thus lens care product.

The Investigator or other designee must review, with the subject, the Subject Instructions and
the precautions and warnings, as appropnate for the study.
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Any subject who does not follow mnstructions to a degree that, in the Sponsor or
Investigator's opinion, jeopardizes the subject's well-being or the validity of the study, should
be discontinued.

10.2.4.2 Subject Diary

Subjects will be required to complete a paper diary. Subjects will be provided with a
renunder to complete the diary to capture wear experience on a weekly basis until they exit
the study. Each enrolled subject will be provided with mstructions for completing the diary
after 7 days of lens wear. There will be a specified timeframe in which the diary must be
completed.

10.3 Study Lens Accountability

The unmasked designee at each site will be responsible for keeping current and accurate
records of the amount of study lenses received and dispensed, and their disposition. The
study lenses must be stored under the appropriate conditions in a secure area and are to be
dispensed only to subjects enrolled in the study, in accordance with the conditions specified
n this protocol. During the course of the study, the unmasked designee must maintain an
mventory of all study lenses dispensed to or returned by the subject, including subject
identifiers. A Climical Trial Matenials (CTM) Product Accountability Log will be provided to
the sites to maintain records of the study lenses assigned to each enrolled subject.

At time points throughout the study and/or upon completion of the study, the
Sponsor/Sponsor's representative may review the Product Accountability Log to venfy the
Investigator's accountability records.

The subject will be dispensed up to 110 lenses for the entire study at the Dispense Visit. The
subject will drystack up to 10 worn lenses per left eye and 10 worn lenses per night eye in
one lens case. The subject will return all blister foils for the wom lenses and the drystack lens
cases at each visit. The unmasked designee will collect the lens cases and blister foils, and
complete the Product Accountability Log. The drystacked lens cases will be placed in a
resealable plastic bag with a “Wom Lens Label’ label adhered to the bag. The resealable bags
from each visit will be collected in one white opaque bag per subject. The opaque bag will be
labeled with subject ID, Investigator ID, and Investigator name. Do not permanently seal the
opaque bag until subject accountability at end of the study. At the end of the study, all
unworn/unopened lenses refurned by the subject should be in the subject’s white opaque bag.
Only the unmasked designee will handle the worn and unworn/unopened lens retums and
white opaque bags. The unmasked designee must enter all lenses dispensed and returned
mmmediately into the CTM Product Accountability Log. Once the Product Accountability
Log has been venified by the study clinical research associate (CRA) (with signature), close
and seal each subject’s white opaque bag. Followimg venfication, and as directed by the
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Sponsor, all subject’s sealed opaque bags that include their worn and unworn study lenses
must be returned at the end of the study to the Sponsor’s CTM Supply Chain at the address
listed below. FedEx tags will be provided to the sites for refurn of subject opaque bags.

10.4 Noninvestigational Products

Subjects will be instructed to use their habitual rewetting drops as needed during the study.
The use of other contact lens care products 1s not allowed.

10.5 Responsibility

Subject data requured by this protocol are to be transferred from the source to the eCRFs. The
Investigator and his/her study site personnel will be responsible for completing the eCRFs.
The Investigator 15 required to verify that all of the requested information 1s accurately
recorded on the eCRFs by providing an electronic signature. All information requested on the
eCRFs needs to be supplied, mcluding subject identification and mitials, date(s), assessment
values, etc, and any omission or discrepancy will require explanation. All information on
eCRFs must be traceable to source documents.

The study monitor will be responsible for reviewing and venifymg the data recorded on the
eCRFs per the study Momtoring Plan, utilizing the original source documentation and will
query discrepant findings. The Investigator and study site personnel will be responsible for
answernng all queres.

The eCRFs will be submutted to Bausch + Lomb Global Climical Operations for quality
assurance review, data entry, and statistical analysis.

A copy of the eCRFs will be provided to the Investigator at the conclusion of the study, who
must ensure that 1t 15 stored in a secure place.
11 Study Procedures and Evaluations

NOTE: All VA measurements MUST be made using a phoropter.

NOTE: Use the same Keratometer at the Screening and Exit Visits.
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11.1 Visit Schedule

11.1.1 Screening Visit

A Screening Log will be provided by the Sponsor to track all consented subjects that the
Investigator mterviews regarding the study. Once all available lines on the Screening Log
have been completed, or the Investigator has fulfilled hus/her quota of subjects, the
Investigator will sign and date the form to verify that all the subjects who interviewed for the
study have provided mformed consent and Health Insurance Portability Accountability Act
(HIPAA) authorization. The Investigator will send the bottom copy of each Screeming Log to
the Sponsor as soon as the quota of subjects for his/her site has been enrolled into the study.
The Investigator will retain the original document for their records.

After obtamnmg written informed consent, prospective subjects will be screened to deternune
whether they meet the entry critenia for the study.

Screening will proceed as follows:
a. Enter the subject information on the next available line of the Screening Log.

b. Collect the following lens history information from the subject: average daily wearing
time hours lenses worn on the day of this visit current lens brand and lens wear modality,
current lens care products. Collect the relevant medical history for the past 2 years.

c. Collect demographic and baseline information and perform the following
baseline/Screening assessments (without lenses) and record in the subject’s source
document: uncorrected distance VA, autorefraction, spherocylindrical refraction, distance
best spectacle-corrected visual acuity (BSCVA), keratometry, mtraocular pressure (IOP)
using the TonoPen or the Goldmann Applanation Tonometer, dilated fundus exam, direct
ophthalmoscope exam (non-dilated).

d. Perform a shit lamp examination (remove the lenses if the subject wore lenses to the
visit). Record and diagram the results and findings in the subject’s source document and

appropnate eCREF:
— any ungraded finding marked as “PRESENT"”
— any new corneal scars
— any neovascularization within the central 6 mm of the cornea
— any comneal staiming
— any comeal infiltrate (record details on the Comeal Infiltrates Evaluation Form
[Appendix EJ)
— any other praded shit lamp findings Grade 2 or greater
e. If the subject 1s eligible, collect AE and Symptoms/Complaints information from the
subject regarding their habitual lenses.
33

Final Clinical Study Protocol
Version 1.0, August 23, 2018



Protocol 885 Biotrue ONEday for Astigmatism Soft Contact Lens Valeant Research & Development

Assign subject numbers to each eligible subject in ascending order. A log will be
provided to each site to maintain a record of the subject numbers assigned to each
enrolled subject. Record the assigned subject ID on the Screening Log.

The unmasked designee will determune the eligible subject’s randonmuzed lens type
(treatment group).

The Screening Visit eCRF should be completed only 1if the subject 1s a “Screen Pass.”

Conduct a diagnostic fitting evaluation for the Test or Control lenses to the lens the

subject 1s randomuzed to, using the Fitting Sets provided. The prescription determuned

from this fitting assessment will be used to dispense/order Test or Control lenses

according to the lens the subject 1s randomized to. The Investigator should ensure that the

lens was inserted with the toric etch marks roughly at the 6 o’clock positions and /or

allow the trial lenses to properly settle on the eye for a minimum of 5 nunutes. Collect the

following mformation for both study lenses using the study site’s standard diagnostic

fithing technmiques:

— Collect Symptoms/Complaints information using the Symptoms/Complaints Rating
Scales in Appendix A

— lens wettability

— lens centration

— lens movement

— lens rotation

— lens deposits

Record the lens parameters to be dispensed/ordered based on the diagnostic fithing

]-

“Screen Fail” subjects are ineligible and non-dispensed and cannot be enrolled in the
study if parameters are unavailable or fit 1s deemed unacceptable. The reason for screen
failure mmst be documented and maintamed with a copy of their ICF.

Indicate on the Screening Log whether the subject 15 a “Screen Pass™ or “Screen Fail

“Screen Fail” subjects are ineligible and cannot be randomuized n the study. The reason
for screen failure must be documented on the Screening Log and in the subject record,
and maintained with a copy of their ICF.

Only “Screen Pass” subjects should be randomized in the study.

Re-emphasize the exclusion criterion stating that if the subject 1s a female of clild
bearing potential and 1s pregnant and or breast feeding, she 15 ineligible to be a part of the
study.

34

Final Clinical Study Protocol
Version 1.0, August 23, 2018



Protocol 885 Biotrue ONEday for Astigmatism Soft Contact Lens Valeant Research & Development

For each subject, use the Material Order Form for Study 885 to order the appropnate study
contact lenses (test or control). Schedule the subject for their Dispensing Visit within
3 weeks as instructed by the Sponsor.

11.1.2 Dispensing Visit

a.

b.

Collect/assess all AEs, including serious or sigmficant non-serious AEs

Perform a shit lamp examination (remove the lenses if the subject wore lenses to the
visit). Record all shit lamp findings and, at a mmmmum, sketch the following in the
subject’s source document:

— any ungraded finding marked as “PRESENT"”

— any new corneal scars

— any neovascularization within the central 6 mm of the cornea

— any corneal staining

— any corneal infiltrate (record details on the Comeal Infiltrates Evaluation Form
[Appendix EJ)

— any other praded shit lamp findings Grade 2 or greater

Perform the following assessments without lenses and record in the subject’s source
document: spherocylindrical refraction, distance BSCVA, and direct ophthalmoscope
exam (non-dilated). IOP will be measured using the TonoPen or Goldmann method.

In an effort to ensure the Investigator remains masked, the unmasked designee MUST
dispense the lens blister packs. The unmasked designee will dispensel10 lenses per eye
to sufficiently maintain a daily disposable modality until the 3-Month Follow-up Visit
and record in the Product Accountability Log. A 10 day lens supply per eye can be
maintained at the office for each subject’s visits should the subject forget to wear their
lenses to their follow-up office visits.

Have the subject msert one pair of the study lenses in their eyes. In an effort to ensure the
Investigator remains masked, the subject MUST 1nsert the lenses out of the sight of the
Investigator.

NOTE: Study lenses should be allowed to equilibrate a mimimum of 3 nunutes on the eye.

After a mimimmum of 3 nunutes, perform the following assessments and record n the
source documentation and applicable eCRF:

— Collect Symptoms/Complaints information using the Symptoms/Complaints Rating
Scales in Appendix A

— distance high confrast lens VA

— over-refraction and distance VA

— lens wettability
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— lens centration
— lens movement
— lens rotation

— lens deposits
For each eye, compare the high contrast distance lens VA to the high confrast BSCVA
obtained at this visit. If the VA has decreased by 5 letters (0.1 logMAR) or more, explain.

Dispense lens cases. Instruct the subject to place all worn lenses in a lens case (up to
10 pairs of lenses per eye per case) with no solution (dry). The subject will return the lens
cases and blister labels to the site at the 1-Week Follow-Up Visit.

Discuss the diary with instructions to complete on a weekly basis. Subjects will be
provided with a reminder at every visit to complete the diary to capture wear experience
on a weekly basis until they exut the study.

If the subject 1s discontinued or exited at this visit, complete the Exit Visit eCRF.

Re-emphasize the exclusion criterion stating that if the subject 1s a female of cluld
bearing potential and 1s pregnant and or breast feeding, she 15 ineligible to be a part of the
study.

11.1.3 1-Week, 1-Month, and 3-Month Follow-up Visits

a.

If this 15 an Exit Visit, indicate that on the eCRF and, in addition to completing the
appropnate Follow-Up Visit Form, complete the Exit Visit Form If a subject misses the
scheduled follow-up visit and cannot be seen prior to the start of the visit window for the
next scheduled follow-up visit, then the visit 1s considered mussed and 1t should be
recorded as a missed visit m the applicable eCRF.

Collect/assess all AEs, mncluding serious or sigmficant non-serious AEs.

If the subject did not wear lenses to the visit, the subject can use a pair from the 10 lenses
per eye stored m the office to complete the assessment.

Collect Symptoms/Complaints information using the Symptoms/Complaints Rating
Scales in Appendix A and record them in the source documentation and eCRF.

Evaluate the lenses (while on eye) and record the following assessments in the source
documentation and eCRF:

— distance high confract lens VA
— over-refraction and distance VA
— lens wettability

— lens centration

— lens movement
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— lens rotation

— lens deposits

For each eye, compare the high contrast distance contact lens VA from each respective /
current visit (1-Week, 1-Month, 3-Month Follow-up Visits) to the high contrast distance
contact lens VA obtamned at the Dispensing Visit. If the VA has decreased by 10 letters
(0.2 logMAR) or more, record in the subject’s source document and explam.

f  Perform a shit lamp examination (remove the lenses 1f the subject wore lenses to the visit)
and record the followmg assessments in the source documentation and the eCRF. Record
all slit lamp findings and, at a mimimmm, sketch the following in the subject’s source
document:

— any ungraded finding marked as “PRESENT"”

— any new corneal scars

— any neovascularization within the central 6 mm of the cornea

— any comneal staiming

— any corneal infiltrate (record details on the Comeal Infiltrates Evaluation Form
[Appendix EJ)

— any other praded shit lamp findings Grade 2 or greater

g. Perform the following assessments without lenses and record in the subject’s source
document: spherocylindrical refraction, distance BSCVA, and direct ophthalmoscope
exam (non-dilated). IOP will be measured using the TonoPen or Goldmann method at all
visits. Autorefraction will be measured using the standard autorefractor method at the
3-Month Visit only.

h  The subject will return the worn dry stacked lenses in lens cases and blister foils to the
site at each Follow-Up Visit. The unmasked designee will collect the lens cases and put
them mnto the ziploc bag labeled for that visit. The ziploc bag will then be kept in the
subject’s opaque bag for return to the Sponsor at the end of study. For all visits, except
their Exit Visit, dispense lens cases. Instruct the subject to place all worn lenses 1n a lens
case (10 pairs of lenses per eye per case) with no solution (dry) and keep the blister foils
to return at their next follow-up visit.

1. Rewview diary with instructions to complete on a weekly basis. At the 1-Week visit,
provide subject with separate diaries for Month 1, Month 2, and Month 3. Collect the
previous month’s diary at each follow-up visit.

J. Re-emphasize the exclusion criterion stating that if the subject 1s a female of child
bearing potential and 1s pregnant and or breast feeding, she 15 ineligible to be a part of the
study.
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If all scheduled visits are performed on time and the subject completes the 3-Month Visit, the
Exat Visit will be done at the same time.

11.1.4 Exit Visit
An Exiat Visit should be completed for all subjects who complete the study (3-Month Visit) or
discontinued the study early (1-Week, 1-Month Visit, or at an Unscheduled Visit).

The Exat Visit will be delayed in the event that there 1s a complication and the subject needs
to be followed up through an Unscheduled Visit.

a. Indicate status of the subject on the Exut Visit Form. If the status 1s “Discontinued” or
“Non-dispensed,” indicate the PRIMARY exut reason for each eye on the Exit Visit
Form.

b. Collect/assess all AEs, mncluding serious or significant non-serious AEs.

c. For all dispensed subjects, complete an exit ocular examination without lenses on the
eyes. Perform the following assessments: uncorrected distance VA, autorefraction,
spherocylindrical refraction, high contrast distance BSCVA, keratometry, dilated fundus
exam and direct ophthalmoscope exam (non-dilated). IOP will be measured using the
TonoPen or Goldmann method.

d. For each eye, compare the Exit Visit high contrast distance BSCVA to the high contrast
distance BSCVA obtained at the Screeming Visit. If the VA has decreased by 10 letters
(0.2 logMAR) or more, record in the subject’s source document and explam.

e. For each eye, compare the Exit Visit keratometry readings to the Screeming Visit
keratometry readings. If there 1s a change of 1.00 D or more, record mn the subject’s
source document and explam.

f The unmasked CRA must collect all worn and unwomn lenses, blister foils, and
drystacked lens cases from the subject and record and reconcile in the CTM Product
Accountability Log. All subject materials will be kept i the subject’s opaque bag to be
verified/reconciled by the study monitor before study close out. Once reconciled, the
opaque bag can be sealed and returned to Clinical Trial Matenials address 1n Section 10.3.

g. The Exit Visit eCRF should be completed, in addition to the appropriate Follow-Up Visit
Form.

NOTE: Al unworn, dispensed, non-dispensed study lenses are to be refurned to the Sponsor afier the siudy
is complete and the lens reconciliation has been finalized. Worn lenses will be dry stacked in lens cases and
refurned fo Bausch and Lomb. All contact lenses must be accompanied by a CTM Product Accountability
Log.
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11.1.5 Unscheduled Visits

Additional visits may be scheduled, as necessary, to ensure the safety and well-being of
subjects. All additional exams should be fully documented in the source documents and on
Unscheduled Visit eCRFs, as appropriate. Visits intended to fulfill scheduled visit
requirements that fall outside the designated scheduled visit range, are not Unscheduled
Visits. In these cases, the visit data will be collected and transcribed to the appropnate
scheduled visit eCRF.

If a subject 1s seen for multiple visits during a given visit timeframe, the data from the wvisit
that 1s ntended to meet the protocol requirements for the scheduled visit should be captured
on the visit eCRF. Where such a determination cannot be made, the first visit within the
scheduled visit interval will be used for completion of the protocol required scheduled visit
eCRF. Data from any additional visits within a scheduled visit mterval will be captured on an
Unscheduled Visit eCRF.

Product Dispensing Only (Part of the Unscheduled Visit - used only if lens supply is

lost

If a subject 1s only seen for an unscheduled lens replacement, a complete exam 1s not
required as long as the subject 1s not experiencing any problems. In an effort to ensure the
Investigator remains masked, an unmasked designee MUST dispense the lens(es) to the
subject. Record lenses dispensed in the CTM Product Accountability Log. If study lenses are
dispensed, collect the following information in the source document and transcribe to the
Product Dispensing Only eCRF Form:

« visit date

+ subject ID number

+ subject mmtials

« prmmary reason for lens replacement

+ dispensed lens power

If any assessment 1s performed, then an Unscheduled Visit Form must be completed instead
of a Product Dispensing Only Form.

NOTE: All worn study lenses are to be refurned to the Sponsor at the end of the study as directed with the
materials provided. Worn lenses will be dry stacked in lens cases and returned to Bausch and Lomb. All
contact lenses must be accompanied by a CTM Product Accountability Log.

If a subject 1s experiencing problems, complete the following:

a. Indicate the reason for the Unscheduled Visit.

b. Collect/assess all AEs, mncluding serious or significant non-serious AEs.

c. Collect Symptoms/Complaints information using the Symptoms/Complaints Rating

Scales 1 Appendix A
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d.

Evaluate the lenses (while on eye) and record the following assessments in the source
documentation and eCRF:

— distance high confrast lens VA
— over-refraction and distance VA
— lens wettability

— lens centration

— lens movement

— lens rotation

— lens deposits
For each eye, compare the high contrast distance lens VA to the high confrast BSCVA

obtained at the Dispensing Visit. If the VA has decreased by 10 letters (0.2 logMAR) or
more, record in the subject’s source document and explan.

Perform the following assessments without lenses and record in the subject’s source
document: spherocylindrical refraction, distance BSCVA, and direct ophthalmoscope
exam (non-dilated). IOP will be measured using the TonoPen or Goldmann method.
Perform a slit lamp examination (without lenses). Record all slit lamp findings and, ata
mimmum, sketch the following in the subject’s source document:

— any ungraded finding marked as “PRESENT"”

— any new comeal scars

— any neovascularization within the central 6 mm of the cornea

— any comneal staiming
— any comneal infiltrate (record details on the Corneal Infiltrates Evaluation Form

[Appendix EJ)
— any other praded shit lamp findings Grade 2 or greater

Remind subject to complete the diary on a weekly basis as instructed.

h Re-emphasize the exclusion criterion stating that if the subject 1s a female of cluld

bearing potential and 1s pregnant and or breast feeding, she 15 ineligible to be a part of the
study.

The Unscheduled Follow-up Visit eCRF should be completed. If the subject 15
discontinued or exited at this visit, the Exit Visit Form should also be completed.

11.1.6 Missed Visits

If a subject misses any scheduled follow-up visit and cannot be seen prior to the start of the
visit range for the next scheduled follow-up visit, the visit 15 considered missed.
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11.1.7 Study Restrictions
Wearing restrictions are presented in Appendix B.

11.2 Definition of Source Data

All evaluations reported in the eCRF must be supported by appropriately identified source
documentation.

11.3 Handling of Subject Withdrawal
No subjects will be replaced on study if a subject withdraws or 1s removed.

11.4 Ewaluation of Effectiveness

11.4.1 Effectiveness Parameters

The primary effectiveness endpoint 15 the proportion of subjects achieving a contact lens
corrected distance logMAR VA of 0.04 or better in both eyes, evaluated at the 1-Week
Follow-up Visit.

Other performance crniteria for evaluation will be summarnized descriptively.
1 Visual acuity

e optimal corrected distance VA measured with the phoropter

* contact lens corrected distance VA

11.5 Evaluation of Safety

11.5.1 Eye Condition

Eye condition criteria include the following, which will be summarnized descriptively.
e St lamp findings

e Dilated fundus exam findings

¢ Intraocular pressure

11.5.2 Lens Suitability

¢ Centration

e Wettability

o Movement

11.5.3 Lens Status
e Deposits
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11.5.4 Visual Acuity

Uncorrected distance VA

11.5.5 Change in Manifest Refraction Between the Screening and Exit Visits

11.5.6 Change in Corneal Curvature Between the Screening and Exit Visits

11.5.7 Adverse Event Definitions

Adverse Event (AE): any untoward medical occurrence, umintended disease or injury, or
untoward clinical signs (mncluding abnormal laboratory findings) 1n a subject, user or
other persons, whether or not related to the imnvestigational medical device. This definition
mncludes events related to the investigational medical device, comparator or the

procedures involved. For users or other persons, this definition 15 restricted to events
related to imvestigational medical devices.

Adverse Device Effect (ADE): an AE related to the use of an imnvestigational medical
device. This definition includes AEs resulting from msufficient or inadequate instructions
for use; deployment, implantation, installation, or operation; or any malfunction of the
mvestigational medical device. This definition also includes any event resulting from use
error or from intentional misuse of the mnvestigational medical device.
Serious Adverse Event (SAE) 1s an AE that:
s led to death;
e led to senious deterioration m the health of the subject, that resulted -

—  a life-threateming 1illness or mjury; or

— a permanent impairment of a body structure or a body function (eg, blindness); or

— 1n-patient or prolonged hospitalization; or

— medical or surgical intervention to prevent life-threatening illness or injury or

permanent impairment to a body structure or a body function;

e led to fetal distress, fetal death, or a congemtal abnormality or birth defect.

NOTE: Planned hospitalization for a pre-existing condition, or a procedure required

by the protocol, without serious deterioration in health, 1s not considered an SAE.
Unanticipated Adverse Device Effect (UADE): any serious adverse effect on health or
safety or any life-threateming problem or death caused by, or associated with a device, 1f
that effect, problem or death was not previously identified in nature, severity or degree of
mncidence m the investigational plan or application (mncluding a supplementary plan or
application), or any other unanticipated serious problem associated with a device that
relates to the nights, safety, or welfare of subjects.
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11.5.8 Adverse Event

Throughout the course of this study, all efforts will be made to remain alert to possible AEs.
The term “AEs” includes both SAEs and Significant Non-Serious Adverse Events. Each are
defined below.

If an AE occurs, the first concern will be the safety of the subject and appropriate medical
mntervention will be made. All AEs (serious AEs and significant non-serious AEs) that occur
will be reported n this study.

AFEs should be differentiated mto device related and non-device related. Any corneal
mnfiltrate, ulcer, neovasculanzation, etc. shall be presumed to be device related, in the
absence of an alternative explanation.

All AEs occurning after signing of informed consent and through the subject’s end of
participation in the study must be reported. All AEs must be followed until the event resolves
or stabilizes.

All AEs should be photo documented and communicated to the CRO and Sponsor in
electronic form.

11.5.8.1 Serious Adverse Events

Serious adverse events are those events that result in, or have potential to cause, erther
permanent impairment of an ocular function or damage to an ocular structure, and may
necessitate medical or surgical intervention.

Serious adverse events may include any hazardous, sight-threatening conditions occurring
after exposure to the test article, mcluding the following:

e A presumed infectious ulcer (defined as a progressive erosion of the corneal tissue). For
the purposes of reporting:

— central or paracentral location;
— penetration of Bowman’s membrane;
— infiltrate =2 mm diameter;
— associated with iritis Grade 2 or greater;
— associated with any increase in intraocular pressure;
— culture positive for microorganisms;
— 1increasing size or severity at subsequent visits.
e Note: Signs of a presumed infectious comeal ulcer may include irregular focal infiltrates;
active lesions with raised edges; significant diffuse nfiltration; anterior corneal to
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mid-stromal involvement; erosion with overlying staming; conjunctival and lid edema;
anterior chamber reaction (1ritis); severe bulbar and limbal redness. Symptoms associated
with a presumed infectious ulcer (microbial keratitis) may include pain of rapid onset;
severe redness; purulent or mucopurulent discharge; tearing; photophobia.

Any central or paracentral (within 6 mm of cornea) corneal event that results in
permanent opacification (such as vasculanzation);

Any serious adverse ophthalmic events including hypopyon and hyphema;
Any neovascularization within the central 6 mm of the cornea;
Permanent loss of 2 or more lines of BSCVA;

All cases of 1ritis.

11.5.8.2 Significant Non-Serious Adverse Events
Significant Non-Serious Adverse Events should include:

Peripheral non-progressive non-infectious corneal ulcers;

All symptomatic corneal infiltrative events;

All cases of comeal staiming preater than or equal to Grade 3;

A temporary loss of 2 or more lines of BSCVA (for greater than or equal to 2 weeks);
Neovascularization cases equal to Grade 2 or greater;

Any ocular event that necessitates temporary lens discontinuation of greater than or equal
to 2 weeks.

11.5.8.3 Adverse Event Treatment_

With any AE, freat the subject as appropnate to prevent further complications and to
potentially resolve the event consistent with the standard of care.
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11.5.8.4 Medical Treatment Including non-Adverse Events

In the event that a subject requires medical treatment (prescription medication) for an ocular
condition, treat the subject as appropnate to prevent further complications and to potentially
resolve the event.

11.5.8.5 Evaluations

When evaluating AEs, the Investigator must determine 1f the event 1s serious (refer to Section
11.5.8.1 for cnitenia), assess the seventy of symptoms and the relationship of the event to the
study device using the following gmdelines:

a. Severity

- Mild: Subject awareness of a sign or symptom that 1s easily tolerated, requires no
treatment, and does not interfere with subject’s daily activities.

- Moderate: Subject awareness of a sign or symptom which may be a low level of
concern to the subject and may interfere with daily activities, but can be relieved by
simple therapeutic care.

- Severe: A sign or symptom that interrupts the subject’s daily activity and requires
systemic therapy or other treatment.

b. Relationship to Study Device and/or Rewetting Drops

- Related: There 1s at least a reasonable possibility that the AE/SAE 1s related to the
study device and/or Rewetting Drops Reasonable possibility means that there 1s
evidence to suggest a causal relationship or association between the study device
and/or Rewetting Drops and the AE. Also referred to as an ADE.

- Unrelated: There 1s little or no reasonable possibility that the AE/SAE 1s related to
the study device and/or Rewetting Drops. This assessment implies that the AE/SAE
has no evidence to suggest either a causal relationship or association to the study
device and/or Rewetting Drops and more likely or certain an alternative etiology
exists.

11.5.8.6 Procedures for Reporting Adverse Events and Serious Adverse Events

In the case of an AE (Serious and Significant Non-Serious) or Medical Treatment (non-AE),
the Investigator must:
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e Report the AE or Medical Treatment to the Medical Monitor within 24 hours of
knowledge of the event using the Sponsor-provided form (SAE/UDE reporting
form) by emailing the completed form to the Medical Monitor

e Indicate on the Imtial SAE/UADE reporting form whether the SAE/UADE 1s presumed
to be not study-related, lens-related, solution-related, or both lens/solution related.

e Ensure that the subject's identity 1s protected and the subject's identifiers in the clinical
trial are properly mentioned on the form.

« BEGIN TREATMENT OF THE AE IMMEDIATELY BY A SUITABLY LICENSED
EYE CARE PROFESSIONAL.

e Enter the SAE/UADE mto the eCRF withun 3 business days of submutting the Imtial
AFE/Medical Treatment Notification Form.

e Continue to update the eCRF, 1f applicable, each time the subject 1s seen during the
management of the incident and at resolution of the incident. Whenever possible, it 15
suggested that the Investigator take photographs of all AEs and forward them to the
Sponsor.

e Cases requiring medical treatment will be evaluated by the Sponsor. Upon review of the
medical treatment, Bausch + Lomb Clinical Operations representatives may contact the
Investigator to request further information concerming the treatment.

e Submut all bills, prescription receipts, and culture reports/fees related to the AE to Bausch
+ Lomb Chnical Operations. Expenses mcurred for study-related medical treatment wall
be paid by Bausch + Lomb Clinical Operations.

Guidelines for Reporting Pregnancies

All female subjects of childbearng potential must use an effective method of birth control
during the study, to include 2 weeks after last visit, in a manner such that nsk of
contraceptive failure 1s mimnuzed. Abstinence 1s allowed as a birth control method. Before
enrolling a female subject of chuldbearing potential, the Investigator must review the
following mformation about study participation:

¢ Informed consent requirement

e Confraceptives in use
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Following review of this information and appropriate counseling, the Investigator or designee
and the subject must sign the mformed consent before study enrollment. During the study, all
female subjects of childbearing potential should be mnstructed to contact the Investigator
mmmediately if they suspect they might be pregnant (eg, nussed or late menstrual period).

If a subject or Investigator suspects that the subject may be pregnant prior to study
enrollment, the study lens must be withheld until the results of laboratory pregnancy testing
are available. If pregnancy 1s confirmed, the subject must not receive study lens and must not
be enrolled in the study. If pregnancy 1s suspected while the subject 1s recerving study
treatment, the study lens must immediately be withheld until the result of pregnancy testing
1s known. If pregnancy 1s confirmed, the study lens will be permanently discontinued and the
subject will be followed until the pregnancy comes to term_ A Pregnancy Report form will be
submutted to the Sponsor, mmitially and at the end of the pregnancy, which includes the
outcome of the pregnancy and any complications occurring during the pregnancy or the
delivery.

All confirmed pregnancies must be immediately reported to the Medical Momitor within 24
hours of the Investigator’s awareness of the pregnancy. All confirmed pregnancies must be
reported via confirmed facsimle/email transnussion and must be submitted on a Pregnancy
Report form within 24 hours of the Investigator’s awareness of the pregnancy using the same
reporting as procedure for an SAE. Although pregnancy occurring in a clinieal study 1s not
considered to be an AE or SAE, any pregnancy complication or elective termination of a
pregnancy, for medical reasons, will be recorded as an AE or SAE. Any serious
complications or event resulting from the pregnancy should be reported to the Sponsor within
24 hours on a SAE/UADE form along with the Pregnancy Report form.

11.5.9 Obligations of the Sponsor
During the study, the Sponsor will report in an expedited manner:
e All unexpected SAEs possibly related to IMP (SUSAR), to the Health
Authorities, as appropnate and to the Investigators.

e All SAFEs possibly related to the Test Product, to the IRB/IEC as appropriate and
to the Investigators.

s All UADEs related to the Test Product, to Health Authorities, to the IRB/IEC as
approprnate and to Investigators.

Any AE not listed as an expected event in the package insert or in this protocol will be
considered as unexpected.

The Sponsor will report all safety observations made during the conduct of the trial in the
clhinical study report.
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11.5.10 Reporting Device Deficiencies

A device deficiency 1s defined as an inadequacy of a medical device with respect to 1ts
identity, quality, durability, reliability, safety or performance. Device deficiencies include
malfunctions, use errors, and mnadequate labeling. All device deficiencies will be reported to
the Sponsor and 1ts representatives on a Device Deficiency Report form.

Investigators must evaluate, record, and report via applicable forms any
complaints/deficiencies, or malfunctions that could potentially lead to a SAE duning this trial
to the Sponsor and 1ts representative without unjustified delay. As required, such reports may
be provided to the reviewing IRB per their established reporting procedures and the FDA by
the Investigator. Upon the Sponsor’s request, Investigators must supply any additional
information related to the safety reporting of a particular event.

The contact for reporting device deficiencies 1s:

The Sponsor shall review all device deficiencies and determune and document in writing
whether they could have led to a SAE. In the event of a disagreement between the Sponsor

and the Investigator(s), the Sponsor shall commumnicate both opimons to the reviewing IRB
per their established reporting procedures and the health authonty.

12 Statistics

12.1 Determination of Sample Size

12.1.1 Primary Effectiveness Endpoints

The null hypothesis 1s that the difference in the proportion of subjects with both eyes “0.04 or
Better” between the test group (n1) and the control group (mc) 1s less than or equal to the
negative value of the non-inferiority margin (-6). The alternative hypothesis 1s that the
difference mn proportions 1s greater than the negative value of the non-inferiority margin.
Hy:mr-nic < -6

Himr-mc > -6

In a previous evaluation of Biotrue ONEday for Astigmatism Soft Contact Lenses, 92 5% of
subjects with baseline logMAR BSCVA of 0.04 or better achieved the primary effectiveness
endpoint of this study at the follow-up visit. Consequently 92.5% 1s the expected percentage

of subjects “0.04 or Better” in the Test and Control groups. The non-inferionty margin will
be set at 10% and the lower confidence limit will be compared to -10%._
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A one-sided alpha risk of 0.025 (eg, a two—sided 95% confidence interval) will be used to
test the hypothesis.

When the sample size in each group 1s 109 subjects, a two-group large-sample normal
approximation test of proportions with a one-sided 0.025 significance level will have 80%
power to reject the null hypothesis that the test 1s inferior to the control (the difference in
proportions, Tt - T, 15 -0.10 or less) in favor of the alternative hypothesis that the test lens 1s
non-inferior, assuming that the expected difference in proportions 1s 0.000 and the proportion
in the standard group 1s 0.925.

12.1.2 Overall Power and Sample Size

In order to allow for dropouts of up to 10%, at least approximately 109/(1-0.1) = 122 subjects
will be enrolled 1 each treatment group for a total enrollment of approximately 244 subjects.

12.2 Analysis Populations

12.2.1 Intention-to-Treat (ITT) Population

The ITT Population will include all randomized subjects (and both of their eyes) who are
deemed eligible based on pre-randomization eligibility assessments. Subjects in the ITT
Population will be included in summaries under the lens type to which they were
randomized.

12.2.2  Per Protocol Population

The PP Population will include all randomized subjects without major protocol deviations
who complete the study through Visit 3 (Days 6 - 10). Major protocol deviations affecting
only one eye will result in the exclusion of both eyes from eye level summaries.

12.23 Safety Population

The Safety Population will include all dispensed subjects (all subjects fitted with contact
lenses). In the Safety Population, subjects will be mcluded in summaries under the lens type
actually dispensed and used. If multiple lens types are dispensed and used including the test
lens, then the subject will be included in summanes under the test lens treatment group.

12.3 Assessment of Effectiveness
12.3.1 Statistical Analysis

12.3.1.1 Descriptive Statistics

In general, data will be summanized by treatment group and visit as appropnate. Data will be
summarized separately at the subject and eye levels. Subject level summanes will summanze
the average of the subject’s 2 eyes for continuous variables and the worst case over both eyes
for categorical varables.
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Summaries for continuous vanables will include the sample size, mean, standard deviation,
median, mmmum, and maximum. Means and medians will be presented with one more
decimal place than the recorded raw data. Standard deviations will be presented with 2 more
decimal places than the recorded raw data. Mimima and maxima will be presented with the
same number of decimal places as the recorded raw data. Values with magmtude less than 1
will be presented with a leading zero to the left of the decimal (eg, 0.123 or -0.123).

Categorical data will be summanzed using frequencies and percentages. Percentages will be
presented with one decimal place. Percentages may not be presented when the count 1s zero.
Unless otherwise specified the denomunator for percentages will be the number of non-
missing values within the group being presented.

12.3.2 Primary Effectiveness Analysis

At the 1-Week Follow-up Visit, subjects with non-missing logMAR acuities 0.04 or better in
both eyes will be classified as “0.04 or Better.” Subjects with at least one logMAR acuty

> 0.04 at the wvisit will be classified as “Worse than 0.04." Subjects with at least one missing
value at the visit will not be classified and their classification value will be assigned as
missing. Visual acuity of 0.04 logMAR 1s the acuity where an individual subject would be
given credit for reading logMAR 0.0 and logMAR 0.0 1s equavalent to Chinese logarithmic
visual acuity chart value of 5.0.

The summanes and analyses of the prnmary effectrveness endpoint will be at the subject
level.

Use of the ITT Population and imputation of missmg values are not conservative practices in
non-inferionty analyses. Consequently, the PP Population will be used for the primary
analysis without imputation of nussing data.

Primary Non-Inferiority Analysis with the Per Protocol Population

VA Effectiveness will be summanzed categorically (0.04 or Better, Worse than 0.04) by
treatment group at the 1-Week Follow-up Visit for the Per Protocol (PP) Population in a
table. Missing data will not be imputed for this primary analysis of the PP Population. The
denominator for percentages will be the number of non-missing values.

The difference between treatment groups (Test minus Control) in the proportion of subjects
classified as “0.04 or Better” will be estimated. An asymptotic Wald non-inferionty test
(without contimuty correction; using the sample vanance; alpha nisk = 0.025) and the
associated two—sided 95% confidence interval will be used to test the statistical hypothesis.
The difference between treatment groups (in percentage units), the asymptotic standard error
for the difference (in percentage umts), the associated Z value, the p-value for the non-
inferiority test, and a two—sided 95% confidence interval (in percentage umits) around the
difference will be presented. |GG
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Sensitivity Analysis Using the ITT Population

VA Effectiveness will be summanzed categorically (0.04 or Better, Worse than 0.04) by
treatment group at the 1-Week follow-up visit for the ITT Population in a table. The

denominator for percentages will be the number of non-missing values. Missing data will not
be imputed for this categorical summary.

If there are no missing lens VA data at the 1-Week follow-up visit for ITT subjects, then the
following will be completed.

e The difference between treatment groups (Test minus Control) in the proportion of
subjects classified as “0.04 or Better” will be estimated.

If there are nussing lens VA data for ITT subjects at the 1-Week follow-up visit then missing
data will be imputed as follows prior to hypothesis testing.

The difference between treatment groups (Test minus Control) in the proportion of
subjects classified as “0.04 or Better” and the asymptotic standard error will be estimated
by imputation.

e An estimated difference between treatment groups and two-sided asymptotic Wald 95%
confidence mterval around the difference will be constructed via combination of the
proportion differences and standard errors from the imputations.

e If all of the imputations result in the same estimated difference and confidence interval,
then the results of a single imputation may be used.

The estimated difference between treatment groups (Test minus Control) in the percentage of
subjects classified as “0.04 or Better” will be presented along with the two-sided asymptotic
Wald 95% confidence interval around the difference.
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Evaluation of Sensitivity to Missing Data

As an evaluation of sensitivity to missing VA Effectiveness data, a best-case analysis,
worst-case analysis, and tipping point analysis will be completed for the ITT Population (Xu
et al, 2009). If there are no missing ITT Population data then these analyses will not be
completed.

Evaluation of the Influence of Site on the Treatment Effect

VA Effectiveness will be summanzed categorically (0.04 or Better, Worse than 0.04) by
treatment group and site for the ITT Population 1n a table. This will be a subject level
summary. The denominator for percentages will be the number of non-nussing values.
Missing data will not be imputed.

A Breslow-Day test for homogeneity of odds ratios will be used to evaluate the consistency
of the treatment effect among the sites. If the p-value from this test 1s less than 0.05 then the
difference between sites will be considered to be statistically significant.

Evaluation of the Influences of Age, Sex, and Descent on the Treatment Effect

VA Effectiveness will be summanzed categorically (0.04 or Better, Worse than 0.04) by
treatment and age group (less than 30, 30 to 39, 40 to 49, 50 or greater) for the ITT
Population in a table. The denomunator for percentages will be the number of non-missing
values. Missig data will not be imputed.

A Breslow-Day test for homogeneity of odds ratios will be used to evaluate the consistency
of the treatment effect among the age groups. If the p-value from this test 1s less than 0.05
then the difference among age groups will be considered to be statistically significant.

VA Effectiveness will be summanzed categorically (0.04 or Better, Worse than 0.04) by
treatment and sex (Male, Female) for the ITT Population in a table. This will be a subject
level summary. The denominator for percentages will be the number of non-missing values.
Missing data will not be imputed.

A Breslow-Day test for homogeneity of odds ratios will be used to evaluate the consistency
of the treatment effect between the sexes. If the p-value from thus test 1s less than 0.05 then
the difference between the sexes will be considered to be statistically significant.

VA Effectiveness will be summanzed categorically (0.04 or Better, Worse than 0.04) by
treatment and descent (Chinese, Non-Chinese) for the ITT Population in a table. This will be
a subject level summary. The denominator for percentages will be the number of non-missing
values. Missig data will not be imputed.

A Breslow-Day test for homogeneity of odds ratios will be used to evaluate the consistency
of the treatment effect between the descent categories. If the p-value from this test 1s less
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than 0.05 then the difference between the descent categories will be considered to be
statistically sigmficant.

VA effectiveness will also be summarized descriptively for each scheduled follow up visit.

12.3.3 Adverse Events

12.3.3.1 Definitions
Adverse events will be coded per the Medical Dictionary for Regulatory Activities
(MedDRA). They will be classified into predefined standard categones per chronological
criferia:
*  Pretreatment AEs: AEs that developed or worsened during the pretreatment phase;
*  Treatment-emergent adverse events (TEAEs): AEs that occurred or worsened at any
time during the on-treatment phase;
*  Post-treatment AEs: AEs that occurred during the post-treatment phase after
discontinuation of lens wear.

If the start date (or time) of an AE 1s incomplete or missing, then the AE will be considered
as a TEAE unless a partial date (or ime) show it as a pre- or post-treatment event.

All AEs reported m the study will be listed by subject and onset date. Nevertheless, the
analyses of the AEs will focus on the treatment-emergent or post-treatment adverse events.

12.3.3.2 Treatment-emergent or Post-treatment Adverse Events

An m-text table of overview of treatment-emergent or post-treatment adverse events subjects
with any treatment-emergent or post-treatment AE, subjects with any severe treatment-
emergent or post-treatment AE, subjects with any treatment-emergent or post-treatment
serious AE, subjects with any treatment-emergent or post-treatment AE leading to permanent
treatment discontinuation, or any treatment-emergent or post-treatment AE leading to death
(only if death occurred), will be produced by treatment group.

Subjects presenting with treatment-emergent or post-treatment AEs will be listed sorted by
treatment group, primary system organ class (SOC), and preferred term (PT).

Treatment-emergent or post-freatment AEs will be summarized by treatment group,
tabulating:

»  The number and percent of subjects with at least 1 treatment-emergent or post-
treatment AE within each and over all SOC(es);

*  The number and percent of subjects experiencing each PT in each SOC;

= The number of occurrences of all PT(s) within each and over all SOC(es);

*  The number of occurrences of each PT in each SOC.
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12.3.3.3 Deaths, Serious and Other Significant Adverse Events
Any deaths and SAEs will be listed.

12.3.3.4 Adverse Events Leading to Treatment Discontinuation

Any TEAE or post-treatment AE leading to permanent treatment discontinuation will be
listed.

12.4 Subject Disposition

A detailed description of subject accountability, including number of subjects randonuzed
and recerving Test or Control product, number of subjects who did not complete the study
treatment period along with the main reason for permanent treatment discontinuation, and

number of subjects who requested treatment discontinuation, will be generated for all
subjects.

12.5 Demographics and Baseline Characteristics

12.5.1 Subject Demographic Characteristics, Medical History and Diagnoses

Continuous variables (age) and the qualitative vanables (gender, race) will be summarized by
descriptive statistics for all subjects for the Safety Population. In the event that more than
10% of subjects discontinue prior to completing the study, separate summaries of
demographic characteristics will be provided for the PP Population.

Medical history that 1s current and relevant for the past 2 years will be collected.
Demographic data will be listed by subject.

12.6 Protocol Deviations

The following protocol deviations will be classified as major deviations when reported in the
case report forms.

e Ineligibility

¢ Non-dispensed subjects

¢ Misrandomuzation

e Dispensing or use of the incorrect lens type

e Dispensing of the incorrect lens power, defined as a discrepancy greater than 0.25D m
sphere, cylinder, or spherical equivalent

e Non-compliance with the recommended wearing schedule, such as
— wearng lenses less than 80% of the recommended time, or

— wearng a lens for multiple days
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e Use of medications that could potentially affect ocular physiology or lens performance

e Failure to comply with the procedures used to assess primary effectiveness endpoints,
such as missing the assessment or failing to complete the procedure 1n accordance with
the mstructions provided by site personnel.

Additional major categories may be added prior to unmasking. Major deviations will be

provided m a listing.

12.7 Compliance

Subject comphance will be measured by reviewing diary entries and questioning the subject

at each visat.

12.8 Interim Analyses
Not applicable

12.9 Additional Statistical Considerations

12.9.1 Prior/Concomitant Medication/Therapy
Medications will be classified by the latest version of the WHO-DDE dictionary.

13 Quality Control and Quality Assurance

13.1 Study Monitoring

Bausch + Lomb representatives must be allowed to visit all study site locations to assess the
data, quality, and study integrity in a manner consistent with applicable health authonty
regulations and the procedures adopted by Bausch + Lomb.

Prior to the start of the study, member(s) of Bausch + Lomb (or designees) will review the
protocol, eCRF, regulatory obligations, and other material or equipment relevant to the
conduct of the study with the Investigator/Sub-Investigator and relevant study site personnel

Monitoring visits and telephone consultations will occur as necessary, or per the Monitoring

Plan, during the course of the investigationjj NG
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During the course of the study, if the Sponsor deternunes that an Investigator 1s not
compliant with the protocol and/or applicable regulatory requirements, the Sponsor will take
action to secure compliance. In addition, the Sponsor may terminate the Investigator’s
participation in the study if appropnate, or if the Investigator remains non-compliant despite
the Sponsor’s actions.

13.2 Audits and Inspections

Audits of clinical research activities in accordance with the Sponsor’s mternal Standard
Operating Procedures to evaluate compliance with the principles of GCP may take place. A
regulatory authority may also wish to conduct an inspection (durning the study or after its
completion). If an inspection 1s requested by a regulatory authority and/or IRB, the
Investigator must inform the Sponsor immediately that this request has been made.

13.3 Data Quality Assurance

13.3.1 Use and Completion of Case Report Forms (CRFs) and Additional Request

Subject data requured by this protocol are to be transferred from the source to the eCRFs. The
Investigator and his/her study site personnel will be responsible for completing the eCRFs.
The Investigator 15 required to verify that all of the requested information 1s accurately
recorded on the eCRFs by providing an electronic signature. All information requested on the
eCRFs needs to be supplied, including subject identification and mitials, date(s), assessment
values, etc_, and any omission or discrepancy will require explanation. All information on
eCRFs must be traceable to source documents.

The study monitor will be responsible for reviewing and verifying the data recorded on the
eCRFs per the study Monitoring Plan, utihizing the original source documentation and will
query discrepant findings. The Investigator and study site personnel will be responsible for
answering all queries.

A copy of the eCRFs will be retained by the Investigator at the conclusion of the study, who
must ensure that they are stored 1n a secure place.

14 Ethics and Administrative Issues

14.1 Ethical Conduct of the Study

This climical trial will be conducted m accordance with the principles laid down by the World
Medical Association — General Assembly (Helsinki, and all applicable amendments) laid
down by the World Medical Association general assemblies, and the International
Conference on Harmomsation (ICH) gmdelines for GCP. This clinical trial will be conducted
with all international pmdelines, national laws and regulations of the country(ies) in which
the clinical trial 1s performed, as well as any applicable pmdelines.
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14.2 Ethics Review

As requured by local regulation, the Investigator and/or the Sponsor must submut this clinical
trial protocol to the appropnate IRB/IEC, and 1s requuired to forward to the respective other
party a copy of the wrntten and dated approval/favorable opimion of the IRB/TEC (signed by
the chairman with IRB/TEC composition).

The chinical trial (study number, clinical trial protocol title and version number), the
documents reviewed (clinical trial protocol, ICF, Investigator’s Brochure, Investigator’s
curricula vitae, etc.) and the date of the review should be clearly stated on the written
IRB/IEC approval/favorable opinion.

Investigational medicinal product will not be released at the study site and the Investigator
will not start the study before the written and dated approval 1s recerved by the Investigator
and the Sponsor.

During the climical trial, any amendment or modification to the clinical trial protocol should
be submutted to the IRB/TEC before implementation, unless the change 1s necessary to
eliminate an immediate hazard to the subjects, in which case the IRB/TEC should be
informed as soon as possible. It should also be informed of any event likely to affect the
safety of subjects or the continued conduct of the climical trial, in particular any change in
safety. All updates to the Investigator’s Brochure will be sent to the IRB/TEC.

A progress report 1s sent to the IRB/IEC at least annually and a summary of the trial’s
outcome at the end of the clinical tral.

14.3 Written Informed Consent

The Investigator (according to applicable regulatory requirements), or a person designated by
the Investigator and under the Investigator’s responsibility, should fully inform the subject of
all pertinent aspects of the clinical trial including the written information giving
approval/favorable opinion by the ethics commuttee (IRB/TEC). All participants should be
informed to the fullest extent possible about the study, in language and terms they are able to
understand.

Prior to a subject’s participation in the chinical trial, the written ICF should be signed, name
filled in, and personally dated by the subject or by the subject’s legally acceptable
representative, and by the person who conducted the informed consent discussion. A copy of
the sipned and dated written ICF will be provided to the subject.

The ICF used by the Investigator for obtaiming the subject’s mformed consent must be
reviewed and approved by the Sponsor prior to submission to the appropriate IRB/TEC for
approval/favorable opinion.
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14.4 Subject Data Protection
The subject's personal data, which are included mn the Sponsor database, shall be treated in
compliance with all applicable laws and regulations.

When archiving or processing personal data pertaiming to the Investigator and/or to the
subjects, the Sponsor shall take all appropnate measures to safeguard and prevent access to
this data by any unauthorized third party.

The Sponsor also collects specific data regarding Investigator as well as personal data from
any person involved m the study. This data which may be mcluded in the Sponsor’s
databases, shall be treated by both the Sponsor and the Investigator in comphance with all
applicable laws and regulations.

14.7 Imvestigator Obligations

The Investigator(s) and delegated Investigator staff undertake(s) to perform the clinical trial
n accordance with this climeal trial protocol, ICH gmdelines for GCP and the applicable
regulatory requirements.

The Investigator 15 required to ensure compliance with all procedures required by the clinical
trial protocol and with all study procedures provided by the Sponsor (including security
rules). The Investigator agrees to provide reliable data and all information requested by the
clinical trial protocol (from the eCRF, discrepancy resolution form, or other appropnate
mstrument) 1n an accurate and legible manner according to the mstructions provided and to
ensure direct access to source documents to Sponsor representatives.

If any circuits include transfer of data, particular attention should be paid to the
confidentiality of the subject’s data to be transferred.

The Investigator may appoint such other individuals as he/she may deem appropnate as
subinvestigators to assist in the conduct of the chinical tnal in accordance with the clinical
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trial protocol. All subinvestigators shall be appointed and listed in a timely manner. The
subinvestigators will be supervised by and work under the responsibility of the Investigator.
The Investigator will provide them with a copy of the clinical trial protocol and all necessary
information.

14.7.1 Curriculum Vitae

A current copy of the curriculum vitae describing the experience, qualification and traiming
of each Investigator and sub-investigator will be signed, dated and provided to the Sponsor
prior to the beginning of the clinical trial.

14.8 Changes to the Protocol

All appendices attached hereto and referred to herein are made part of this climcal trial
protocol.

The Investigator should not implement any deviation from, or changes of the clinical trial
protocol. Changes will be implement by the Sponsor and subnutted to the IRB/TEC for
review and documented approval/favorable opinion from the IRB/TEC of an amendment,
except where necessary to eliminate an immediate hazard(s) to clinical trial subjects, or when
the change(s) involves only logistical or admmnistrative aspects of the trial. Any change
agreed upon will be recorded i writing, the wrnitten amendment will be signed by the
Investigator and by the Sponsor and the signed amendment will be filed with this climical
trial protocol.

Any amendment to the clinical tnal protocol requires written approval/favorable opinion by
the IRB/IEC prior to 1ts implementation, unless there are overriding safety reasons.

In some mstances, an amendment may require a change to the ICF. The Investigator must
recerve an IRB/TEC written approval/favorable opinion concerning the revised ICF prior to
implementation of the change and subject signature should be re-collected 1f necessary.

14.9 Confidentiality/Publication of the Study

14.9.1 Confidentiality

All information disclosed or provided by the Sponsor (or any company/institution acting on
their behalf), or produced during the clinical trial, including, but not limited to, the climcal
trial protocol, the eCRFs, the Investigator’s Brochure, and the results obtamed during the
clinical trial, 1s confidential, prior to the publication of results. The Investigator and any
person under his/her authonty agree to undertake to keep confidential and not to disclose the
information to any third party without the prior written approval of the Sponsor.

59
Final Clinical Study Protocol
Version 1.0, August 23, 2018



Protocol 885 Biotrue ONEday for Astigmatism Soft Contact Lens Valeant Research & Development

However, the submission of this clinical trial protocol and other necessary documentation to
the IRB/IEC 1s expressly permuitted, the IRB/TEC members having the same obligation of
confidentiality.

The subinvestigators shall be bound by the same obligation as the Investigator. The
Investigator shall inform the subinvestigators of the confidential nature of the climical trial

The Investigator and the subinvestigators shall use the information solely for the purposes of
the clinical trial, to the exclusion of any use for their own or for a third party’s account.

Furthermore, the Investigator and the Sponsor agree to adhere to the principles of personal
data confidentiality in relation to the subjects, Investigator and its collaborators mnvolved in
the study.

14.10 Study Termination
The Sponsor or 1ts representative may ternunate the study at any time for scientific or
corporate reasons.

If during the study 1t becomes evident to the Sponsor that the study should be stopped
prematurely or placed on hold, appropriate notification will be given to the US FDA,
Investigator(s), and IRBs, as applicable. Bausch + Lomb Chmical Operations will instruct the
Investigators to stop/restart dispensing study matenals and will arrange for study closeout, if
applicable, at each site.

60
Final Clinical Study Protocol
Version 1.0, August 23, 2018



Protocol 885 Biotrue ONEday for Astigmatism Soft Contact Lens Valeant Research & Development

15 Data Handling and Record Keeping

15.1 Retention of Records

The Investigator must maintain confidential all study documentation, and take measures to
prevent accidental or premature destruction of these documents.

The Investigator should retain the study documents at least 15 years after the completion or
discontinuation of the clinical trial.

However, applicable regulatory requirements should be taken into account in the event that a
longer period 1s required.

The Investigator must notify the Sponsor prior to destroying any study essential documents
following the clinical trial completion or discontinuation.

If the Investigator’s personal sifuation 1s such that archiving can no longer be ensured by
him/her, the Investigator shall inform the Sponsor and the relevant records shall be
transferred to a mutually agreed upon designee.

If the Investigator retires, relocates, or for other reasons withdraws from the responsibility of
keeping the study records, custody must be transferred by the Investigator to a person who
will accept the responsibility. The Sponsor must be notified in wniting by the Investigator of
the name and address of the new custodian and receive documented acceptance from the new
custodian.

15.2 Clinical Trial Results
The Sponsor will be responsible for preparing a clinical study report and to provide a

summary of study results to the Investigator.
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17 Appendices

17.1 Appendix A: Methods of Clinical Evaluation
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17.2 Appendix B: Subject Instructions
FOR SINGLE-USE DISPOSABLE WEAR

Caution: For clinical trial use only
INTRODUCTION

You will participate in this study designed to evaluate the product performance of Biotrue
ONEday for Astigpmatism Soft Contact Lenses (Test) when compared to the currently
marketed Johnson & Johnson 1-Day Acuvue Moist for Astigmatism contact lens (Control).
As a participant 1n this study, you will be randomly assigned to wear either the Test or
Control lenses on a daily disposable basis. Study lenses will be dispensed at the Dispensing
Visit. It 1s very important that you do not use any other contact lenses during the study.

You will wear the lenses on a daily disposable basis. You will replace the lenses daily, and
any time you remove your lenses, or when removed from your eyes as mdicated by your
dispensing eye care professional. All lenses, used and unused, and blister foils must be
refurned to your eye care professional. It 1s essential to your safety that you read and
understand the information and mstructions in these Subject Instructions and have your eye
care professional answer any questions, both before and after you receive contact lenses.

Do not discuss or describe your contact lenses with anyone except the person who gave you
the study lenses at the Dispensing Visit. You should not show the study blister packs and
foils to the Investigator or site staff unless instructed to do so.

Please keep all appointments and follow these instructions thoroughly. If you have any
questions or problems, call your eye care professional at

Note:

Please schedule your 1-Week Follow-up, 1-Month Follow-up, and 3-Month Follow-up
Visits at the Dispensing Visil.

Visit Day/Month/Year Time
1 Week ! !
1 Month ! !
3 Month ! !

Note: Wear your study lenses to each of your Follow-up Visits.
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For tlus study, you will be using the following products:
e Habitual eye drops (to be used if needed).

e Lens cases for storage of worn study lenses (up to 10 pairs of lenses per eye,
stacked dry).

GENERAL INFORMATION

Do NOT use any products other than those listed above or dispensed to you by your eye
care professional for use in this study.

If problems or symptoms should occur, immediately remove your lenses and follow the steps
described 1 the sections of these mstructions entitled Warnings and .4dverse Effects. Prompt
attention to problems 1s essential and may require immediate professional care.

Remember, when wearing contact lenses your eyes should look and feel good and your
vision should be clear.

Because they are wom directly on your eyes, contact lenses affect the way in which your
eyes function. These effects tend to increase with the length of time the lenses remain on
your eyes between removals. Although the preat majority of people successfully wear contact
lenses without problems, before you decide whether to continue weaning contact lenses for
daily disposable wear, you should discuss with your eye care professional the effects of
contact lenses on your eyes and the risks associated with wearing contact lenses. You also
should read the sections of these mstructions entitled “Warnings”, “Adverse Reactions”,
“Precautions”, and “Wearnng Restrictions and Indications™. Ask your eye care professional to
explain anything that you do not understand, including any additional restrictions which may
be given to you by your eye care professional These contact lenses have been prescribed for
single-use disposable wear, and should be replaced each time lenses are removed from your

eyes.

You also need to remember that soft contact lenses, including those covered by these
mstructions, are made of a type of plastic that absorbs liquids, vapors and small particles, and
for some people, may collect deposits from your natural eye flmds. Therefore, you should
strictly follow these instructions and any other instructions given to you by your eye care
professional Any failure to follow these mstructions and the wearing restrictions will
mncrease the chances of contamination, damage to the lenses, or a buildup of deposits on the
lenses, which can lead to serious, sight-threatening eye infections and injuries.

Adherence to your prescribed wearing schedule and regular check-up visits to your eye care
professional are also necessary for the proper and safe use of contact lenses. Soft contact
lenses generally are comfortable from the beginning. Therefore, be sure to follow the
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wearing schedule prescribed for you, and do not over-wear your lenses simply because they
remain comfortable and you are not experiencing a problem. Only your eye care
professional, through a professional examination, can determune how your eyes are reacting
to the contact lenses and whether there are any early signs of possible problems.

Fmally, if problems or symptoms should occur, immediately remove your lenses and follow
the steps described in the section of these mstructions entitled “Warmings and Adverse
Reactions.” Prompt attention to problems 1s essential and may require immediately
professional care.

Remember, when wearing soft contact lenses your eyes should look and feel good, and your
vision should be clear.

1. WEARING RESTRICTIONS and INDICATIONS

The lenses have been prescribed for single-use disposal wear, and will be replaced after each
removal.

— Keep a spare pair of lenses available in case you have to remove your lenses
immediately upon the appearance of a problem or symptom.

— Avoid rubbing your eyes with the lenses in, which can wmitate the eye or dislodge the
lens.

— If you get something in your eye, remove the lens immediately. Do not replace with
new lens until your eye feels normal

— Tell your regular physician and every other doctor that you visit, that you wear
contact lenses and the type of lenses that you wear. If you are admutted to a hospital,
also tell your nurses that you wear contact lenses.

— Do not use any eye drops, ointments, or medicines in your eye unless they are

specifically approved by your eye care professional or physician. Some drops,
ointments, or medicines will cause mjury to the eye if used by a contact lens wearer.

— Ask your eye care professional whether there are any other wearing restrictions that
apply to you, write those restrictions in the spaces provided below and follow them
carefully.
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2. WARNINGS

You should be aware of and fully discuss with your eye care professional the following
warnings pertaimng to contact lens wear:

Problems with contact lenses could result in serious mjury to your eye. It 1s essential
that you follow your eye care professional’s direction and all labeling instructions for
proper use of lenses. Eye problems, including corneal ulcers, can develop rapidly and
lead to loss of vision.

Daily disposable lenses are not indicated for overnight wear, and you should not wear
lenses while sleeping. Clhinical studies have shown that the nisk of serious adverse
reactions 1s mncreased when daily disposable lenses are worn overmight.

Strict compliance with your wearing restrictions, wearing schedule, and follow-up
visit schedule should be followed.

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

If you experience eye discomfort, excessive teaning, vision changes, or redness of the
eye, you should immediately remove lenses and promptly contact your eye care
professional.

Do not expose your contact lenses to water while wearing them.

3. PRECAUTIONS

You should be aware of and fully discuss with your eye care professional the following

safety precautions:

Do not use saliva or anything other than the recommended solutions for lubricating or
wetting your lenses.

If the lens sticks (stops moving) on your eye, follow the recommended directions on
Care for a Sticking Lens. The lens should move freely on your eye for the continued
health of your eye. If non-movement of the lens continues, you should immediately
consult your eye care professional. Do not attempt to remove the lens, except on the
mstructions of your eye care professional.

Always wash and rinse your hands before handling lenses. Do not get cosmetics,
lotions, soaps, creams, deodorants, or sprays in your eyes or on the lenses. It 1s best to
put on lenses before putting on makeup. Water-base cosmetics are less likely to
damage lenses than o1l-base products.
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— Be certain that the fingers or hands are free of foreign matenals before touching your
lenses, as microscopic scratches of the lenses may occur, causing distorted vision
and/or mnjury to the eye.

— Carefully follow these handling, insertion, removal and wearing instructions for the
daily disposable contact lenses and those mstructions prescribed by your eye care
professional.

— Never wear lenses beyond the period recommended by your eye care professional.
— Always handle lenses gently and avoid dropping them
— Avoid, if possible, all harmful or writating vapors and fumes when wearing lenses.

— If aerosol products are used while wearing lenses, exercise caution and keep eyes
closed until the spray has seftled.

— Ask your eye care professional about wearing lenses during water activities and other
sports. Exposure to water while wearing contact lenses in activities such as
swimming, water skung and hot tubs may increase the risk of ocular mfection
ncluding but not limited to .4canthamoeba keratitis.

— Inform your doctor (health care professional) about being a contact lens wearer.

— Never use tweezers or other tools to remove lenses from the lens container unless
specifically indicated for that use. Pour the lens into your hand.

— Do not touch the lens with your fingernails.
— Always contact your eye care professional before using any medicine in your eyes.

— Before leaving your eye care professional’s office be certain that you are able to
remove your lenses promptly or have someone else available to remove them for you.

— Always inform your employer of being a contact lens wearer. Some jobs may require
use of eye protection equupment or may require that you not wear contact lenses.

— Aswith any contact lens, Follow-up Visits are necessary to assure the continuing
health of your eyes. Your eye care professional should provide you with a
recommended follow-up schedule.

4. ADVERSE REACTIONS (Problems And What To Da)
You should be aware that the following problems may occur:
— Eyes stinging, burning, 1tching (1rritation), or other eye pamn,
— Comfort 15 less than when lens was first placed on eye,
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— Abnormal feeling of something in the eye (foreign body, scratched area),
— Excessive watening (tearing) of the eyes,
— Unusual eye secretions,
— Redness of the eyes,
— Reduced sharpness of vision (poor VA),
— Blurred vision, rainbows, or halos around objects,
— Sensitivity to light (photophobia),
— Dryeyes.
If you notice any of the above, you should:

— Immediately remove your lenses.

— If the discomfort or problem stops, then look closely at the lens. If the lens 1s in any
way damaged, do not put the lens back in your eye. You should remove the lens and
msert a new lens on the eye. If the problem continues, you should immediately
remove the lenses and consult your eye care professional

When any of the above problems occur, a serious condition such as infection, comeal ulcer,
neovascularization, or iritis may be present. You should keep the lens off your eye and seek
immediately professional identification of the problem and prompt treatment to avoid serious
eye damage.

5. PERSONAL CLEANLINESS and LENS HANDLING
Preparing the Lens for Wearing:

It 15 essential that you learn and use good hygienic methods in the care and handling of the
lenses. Cleanliness 1s the first and most important aspect of proper contact lens care. In
particular, your hands should be clean and free of any foreign substances when you handle
your lenses. The procedures are:

e Always wash your hands thoroughly with mild soap, nnse completely, and dry with a
lint-free towel before touching your lenses.

e Avoid the use of soaps containing cold cream, lotion, or oily cosmetics before
handling your lenses, since these substances may come into contact with the lenses
and mnterfere with successful wearing.

e Handle your lenses with your fingertips, and be careful to avoid contact with
fingernails. It 1s helpful to keep your fingernails short and smooth.
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e Start off correctly by getting into the habit of always using proper hygienic
procedures so that they become automatic.

e Develop the habit of always working with the same lens first to avoid mox-ups.

e Position the lens on your index finger and exanmune it to be sure that it 1s moist, clean,
and free of any micks or tears.

e Should you accidentally place an mside-out lens on your eye, one of the following
signs should signal you to remove and replace 1t correctly:

*» Less than usual comfort,

= The lens may fold on the eye,

» Excessive lens movement on blink,
= Blurred vision.

If the lens folds and sticks together: Place the lens in the palm of your hand and wet
thoroughly with rewetting solution. Then GENTLY rub the lens between your index finger
and palm in a gentle back and forth motion. Replace the lens if 1t does not unfold.

If the lens flattens or drapes across your finger, the lens or your finger may be too wet. To
correct this, dry your finger by transferring the lens several times from one index finger to
the other, drying the opposite finger each time.

Placing the Lens on the Eye:

There are other methods of lens placement. If the following methods are difficult for you,
your eye care professional will provide you with an alternate method.

Note: If after placement of the lens, your vision 1s blurred, check for the following:

e The lens 1s not centered on the eye (see “Centening the Lens,” next in these
instructions).

e If the lens 1s centered, remove the lens (see “Removing the Lens™ section) and check
for the following:
= Cosmetics or oils on the lens (replace the lens),
= The lens 1s on the wrong eye,
» The lens 1s inside-out (it would also not be as comfortable as normal).

If you find that your vision 1s still blurred after checking the above possibilities, remove both
lenses and consult your eye professional.
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The One-Hand Placement Technique

Place the lens on your index finger. With your head up, looking straight ahead, pull down
your lower eyelid with the nuddle finger of your placement hand. Look up steadily at a pont
above you. Then place the lens on the lower whate part of your eye. Remove your index
finger and slowly release the lower lid. Look down to position the lens properly. Close your
eyes for a moment; the lens will center itself on your eye.
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The Two-Hand Placement Technique

With the lens on your index finger, use the nuddle finger
of the other hand to pull the upper lid against the brow.
Use the mmuddle finger of your placement hand to pull
down the lower lid and then place the lens centrally on
your eye. While holding this position, look downward to
position the lens properly. Slowly release your eyelids.

If the lens feels uncomfortable, then look in the mirror
and gently place a finger on the edge of the contact lens
and slowly slide the lens away from your nose while
looking in the opposite direction. Then by blinking, the
lens will re-center 1tself. If the lens still feels
uncomfortable, follow the steps described in the section
of these instructions entitled “Adverse Reactions.”

Centering the Lens:

Very rarely, a lens that 15 on the cornea will be displaced onto the white part of the eye
during lens wear. This can also occur during placement and removal of the lenses 1f the
correct techmques are not performed properly. To center a lens, follow one of the procedures
below.

Hold the upper and lower eyelids open with your fingers. Then while looking in a mirror,
gently place a finger on the contact lens and gently slide the lens toward the center of the eye.
Or

Hold the upper and lower eyelids open with your fingers. Then, while looking mn a nurror,
move your eye toward the lens to place it on the center of the eye.

Removing the Lens:

Always remove the same lens first.

1) Wash, rinse, and dry your hands thoroughly.

2) Always be sure that the lens 1s i the correct position on your eye before you fry to remove
1t (a simple check of your vision, closing one eye at a time, will tell you 1f the lens 1s in the

correct position). Look up and slowly pull down your lower eyelid with the nuddle finger of
your removal hand and place your index finger on the lower edge of lens. Squeeze the lens
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lightly between the thumb and the index finger and remove it. Avoid sticking the edges of the
lens together.

3) Remove the other lens by following the same procedure.

Note: If this method of removing your lens is difficult for you, your eye care professional
will provide you with an alternate method.

Care for a Sticking (Nonmoving) Lens:

It 1s important to the health of your eyes that your contact lenses move freely. If a lens sticks
(stops moving), put a few drops of your habitual lubnicating or rewetting solution mto your
eye. In this case, do not use plain water or anything other than the recommended solutions.
Do not attempt to remove a lens that 1s sticking, which could damage your eye. If the lens
does not begin to move when you blink after several applications of the solution or, contact
your eye care professional immediately. Do not attempt to remove the lens except on the
advice of your eye care professional

6. EMERGENCIES

If chenucals of any kind (household products, gardening solutions, laboratory chenucals,
etc.) are splashed mto your eyes, you should: FLUSH EYES IMMEDIATELY WITH
TAP WATER AND THEN REMOVE LENSES PROMPTLY. CONTACT YOUR EYE
CARE PROFESSIONAL OR VISIT A HOSPITAL EMERGENCY ROOM
WITHOUT DELAY.
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injury io tha aya. i is casontial that pationts ioliow Fair oye care professional
dirgction and all kbaling instrucions for proper wse of lersgs and lors cora
prodiuscss, inchuding tha lers cama. Bya problers: indluring comaal uoars can
dervsloprapidly ard lesd io oss of vision.

+  Dailywoar lonsas are nat indicated for overmight waar, and patints should
Mmmb"mﬂmﬂmlﬂmm
show i St tha risk of soriows sdvorse readions i increased whan dally wear
banses re waorn owarmaght.

+  Studias hawa shown thal contact kers waarars who an smokors hava 2 highar
incidenca of adversa raactions than noramokors.

= Immodistely remosa S lansas.

- Hﬂn:hmﬂhtu'ndlﬂﬂmﬂmmm:hmfﬂwmk
i anyway damagaed, do not put th 4 on tha aya. Placa th
fheas shorage came and contact tha oye care professional. B ks has dird,
anayetash, or othar foreign body onit, or $he problom stops and tha lors:

appmars undamaged, Fa pafiort should Sonoughly clean, rinse, ard disinfect

fhea lores; fron reirsort $hom A Bor reirsanBon, § he probiom continues, tha
paSant should i & tha benas s and consult kes or har
aya cara profassional

+ Wi sbows sympiors confinue ahor removal of e lens, or upon reinsartion
ol 3 lans, orupon insartion of 2 naw lans, tha patient shoukd imeme diately
ramove tha i rsas ard contact his or har eye cam prok ssional
o physician, who st delorming the reaed tor ecamination, treatmant
or ratorral without delay. (Sea Important Treatmant Information for
Advorse RaacSons A sorious oondition such as infaction, comaal ular,
cornaal wasculari ation, o ints may be presont, and may progress apidly
Lie soriows readhions such = abraiors, apiholial steining or baciorial
conjuncivis must be mansged ard rasted carofully io eoid mos soious

discharga, soraivity to ight, colls and Rarg, and cormeal inlifraios.

Initial symptiorms: of 2 miror abresion and an sary infecied wlcor e somalimes
simitar. Aocordingly, such apithalial doladt, if not treated propery, may dariop
o an infacied oo In omdr o pravent sericus progression of thass condiors,
a pationt prasanting ymploms of sbramions or saryuloers should ba araluatod 25
= potential madical emangancy, rasted acoordingly, and ba refamed o 2 cormeal
appropriata. Standard $erapyfor corneal shasons such xapa

paiching or tha wsa of shoroids or sieroed antiolic combirations may eacerbats
hmﬂmﬂhmﬂum:mmmhﬁmﬂmwm

1, tha lans should € il and tha lers and lans cam
nududsr:ﬁnﬂ:ﬂu'm :'du.l‘lrru.

Fa pafiord e periances aye discomion, aocessive Searing vision changes, or
radrass of the e, the pationt should ba insruchod to immadistoly removs
e and promphly contact bis or her eye cne professonal.
Ptionts shouid b rstructod nof {0 axposa their contact lenses fo wator whila.
waaring Fam.
'Whtar can karbor microomganisTs fhat can kead o sovera inkection, vision los or
lndneas. Fthair contact larses have boor ubmersad inwater wharn swimming in
(s, babss o cosarns, the contact kenses should bo discarded and replaced with
= raw pair. Bacommandations forwaaring lensas during ary watar activily should
v s e with tha patiant

"

PRECAUTIONS
Spociai P tor Eya Caral

Dhises o thia sl mrmibar of patianis anrollad in dinical investigation of lanses, 2l

rﬂ?cﬂmpmndﬂmcmhumwmmmﬂhhm
rralarial are rot sigrificant C whean soiociing
an approgrishs kens ard paramtors, tha aye care profesioral should

dasgn
comnsdar all charsdoristics of tha lers ot can 28oct lons performarca and coular
Faaith, irciuding oeygen permasbily, wattabibhy, contral ard poriphars] hickness,
and oplic zona diamalor.
Tha potantialimpact of thasa factors.on the patients ocutar healh should e
carshully weighad agsinst tha paorts nead for rebractive cormeciiorn; farofons,
e continuing ooular Fealth of e pationt and kees performance on oye should ba
carufully rmontoned by tha prascribing oye cans professioral.
Ptionts wha waar contact kenses io-cormact preshyomia may notachiona e bast
comactod vissal soutyfor ather fr or nasr vision. Y isual requirerants vary with
thaindividual and should be comsiderad when saiaciing fha most appropriate e
of lores for gach patient.

Eya care profemsionals should instruct the pationt 1o REMOWE A LENG
IMMEDIATELY # an aya bacomas red or irritatad.

Fluoresrain, ayalow dya, should not ba usad whiks tha lenses arg on tha ayes. Tha
larsas dworh this dye and becoma discolored Whenaver Buorestainiis usadin
ayes, e oyes should ba Sushod with siorke e solation Fat s recommaendad
for in-erymusa.

Tha pafant should ba insrucied io sways discand disposshic lorses and lorsas
WOTOna replacamant scheduls aher tha recommandad
wisaring schadiuls proscribed by tha ey cara

Aoswith any contact lons, Tolow-up visis aro neceeory ioamune tha continuing
Faaith of tha pationts ayes. Tha pafient shoukd ba irstnacied = fo @ recommandad
foliow-up schadula.

SELECTION OF PATIENTS

Tha aya care professional should rot it petients who cannat or wil not adhaa oz
recommanded cara o reglacemant regimen, or ans unebs o place and remons o
lanses. Failure fo follow handiing and cleaning instrucSons could lasd o sarious aya
irkactiorew Hich might reswit in corneal ukcors.

Pationt communication is wital bacauwss f relslos not only o pelient solaction bt ko
o ermure compiance. s ako necesssny o disouss the information contsined infha
P‘mﬂiu-nusml!muuwhhm:humnf&urumm

Pationts soiactard o wear Bausch + Lomb Beotna® Ol M Soi
m Contact Larsas, Baimch +I.Danbh'|.n"

\} 5oft (Hydrophiic) Contact Lonses or Basdch +Lc|'rlb
OMEday for Assgmatism {nasolicon A) Sot (Hydmphiic) Contact Larsss should
ba chosar for thair mofvalion iowear contact lerses, genaral hasifh and cooparation.
Tha aya care professional rmus takn cana in solacting, @amining and instructing
contact lers patiants. PaSort ygiana and wilingnass tofolow pracitionar insructions:
ara amantal o fheir suocess.
A defaied hisiory s crudal bo datormining patient neds and epectations.
‘o pafant should be quasSonad wocation, desirad lens wearing tima (full
o part e, ard desired lors wsages (reading, recreafion or hoblbies).
Iritial evahafion of tha frial lens should ba precaded by 2 complola oya axamiralion,
rciuding visual aoulywish and without cormection a2t both distance and neer,
keraiomatry and sitlemp axamiration.
|1 i:rm'rnlh'lw et o axperiancs misd symploms such 25 lors avaroras,

‘occaiondl tearing (watony ayes) and sight redness during tha

::h)ﬂimpﬂ'bd..ﬁl'uuhfﬁadq:ﬂm pariod waries for asch indvidual, goraraly
within oraw ook Srase syemptoms will disappear:

Hihasn ymplores parsist. tha pafont should ba irstrucied to contact bis or bor oy
Cane prokesional

Aphakic patients should not bﬂih:hﬂh Bamch +LarbBcl'|.n"mE|:h

n:ml‘lcu'l.ﬁ 5d1 Lc'mgsﬂ
I.mmu'E.'lm +Lcn'b ﬁﬂcﬂm‘..ﬁ}ﬂcﬂ

mmﬂ&whﬂﬂﬂnm s rada that tha aya has
Fackod complataly.

Tha ramoribad tor disposat - and ans o ba disposed of onoa
hnmmhﬂnﬁmhkmﬂﬂmhﬂm
o ahways Faren availablo 2 peir of replacomant kenses. I o ovont at 2 lons must
I rermownd From e oy bacawse of diest, 2 forgign body or ofher contaminant
igats on tha lens or fha lers bacormas dahydrated, $a kens should ba removed and
raplzcnd with a replacomant lons.

Eyucara profussional sshould cargfully instruct palionts about th foliowing

saloly procaufions. i s srongly recommandad that pafients ba provided wil
cfhP:nﬂh-nusmBnmuthn:huthm:'DhEd:

S s
for
I Basmch +Lomb DNEdah'Asmmtnmnhmn.ﬁ Sd’l
{Hydrophiic) Contact Lo, 2vaiabia rom its
conants prior o dspansing o korsas.
Fh'mpmmﬁm:
A ayswash and rirsa hards belkons handiing lemses. Do not get cosmatics,
lotions, soape, craams, decdomnts, or sorays in tha o on e lenses.
[t is bt do put on benses balore putting on maksap - bema cosmatics ars
ez ey 0 damage lorsses than od -base products.
B suire that bakors laaving e oy cne professional’ oo, fha patiant
s abka o remove kenses prompy o herve someona s avaikabio io remors fam.
Ba cortzin that tha ngars or hands ara froa oHoraign matorials bofora fouching
leraas, 25 microscopic soraiches of tha lemses meyooowrn, causing distoriod vision
ami.h-lrnnb&uqn
Adways hardls lorses carofully ard avcid deopping them,
Dho ot bowsch thea lares with firgamails
Carghully toliow tha hardiing, disirfactirg,
soring ard wearinginsructions in tha Inforation Bookdat for tha
Banch + Lomb Biorua® &n:lnnhmnﬁ Skt (Hydrophic) Contact
Lansas [ Bausch + Lomb nasohicon A |
Scﬂﬂ'hdq)lidl__u'hctlwm.fhn:hﬂm OhEday b
Astigmatism (nasolicon A) Soft (Hydrophiic) Contact Lorses ard fhosa
prescribad by tha oy e professional.

FITTING PROCEDURE

1. Pre-Fitting Examination

A pre-isng petient histony and mamiraBion ara necoesany 1o

»  Daterminawhathar 2 pafiant i 2 sullabla candidata for contact lorsas {corsidar
patiant tygiona and mantal and physical staia),

Maken ooular mazsuramants for inflial contact kens parsralor sskecSon, and
Coliact and record basaling cinical inkormaion inw hich post-iitting axamination
resuls cnba

A pre-Fsing samination should induda spharooyindar rafraction and WA,

np,and haomicmanopse

2. Initisl Lans Posar Saaction

a  Lonspower & detormined from e paionts spharical equivalont prescription
comacted totha comeal plara.

b Selactthe approprisis lens and place on e oye. Allow fha lons o remainan
tha oyw org anough (10 o 20 minutes) fo achiows 2 st of aquiibrum. Sl
warialions in tha ioniciy, pH of fha lons soluSons, and indvidual fear compaosition
iy cansa shght changes in fitting characioristics.

© Abow ary incraasain ear fow o subside bafors avaluating e lers. Tha tee
raguired will vary with tha indiidusl.

3. Initist Lores Eralustion

a Todalorming proper lens peremelers ohesar $a kers relatiorship fo fa oye
using =58t Bmp.

Movemant: Tha lens should provide discarnibla movemant withc
—  Prirary gaza birk:

—  Upgaza birk

— Upgaraiag

Cartratior: Tha lars should provida full comaal ooverage.

b Lonsavkation aiows e contact ke ffer o arluaio tha lenskomea
ralaforeship in tha ssma manner 25 would be dona with any soft o

4. Critaria of a Wa-Fitted Lans

Hehas initial e madaaction Fully covers tha comas, provides discamiblo movermont 28or

a birk, is comioriabis for tha peient and provides safskciony visual performanca, it i

aveall fHod lore and can bo disporsed.

Mawor uso woazors or other tooks o remova lemses from tha lens containgr

unigss spacificallyirdicated for that wa. Pour the lans into fhe hand.
Tmhh Dscums witth tha Paant:

A with any contact lons, olow-up visis aro necesory ioamurne tha

coninuing heaith of tha ayes. The pationt should ba imsructod = 1oa

recommandad -

Ptionts should ba athvisad hout waaring lansas during sporting and water

rlztor ac@vises. Fxposurs fo waterwhila wearing contact lanses in activities

much 35 swimming, wator skiing and hot tubs may incrozss tha risk of ooular

infiaction induding but nof imiled fo Acrframooba kot

.Pdnas contact e oye cans profeasional bolore wsing ary medicira in o

'W'm&nuu Ko Tt tha Patiant is Waaring Contact Lansas:

Patianis should inform their docior (heath cara prolesional) sbout baing a
Contact lans wasrar.

Ptionts should ahways infiorm thair ampioyer of baing acontact lans wasrar:

Sorma jobe may reguire tha 1se of aye protection squipmant or may requing
e you do nobwear kenses.

ADVERSE REACTIONS
Tha patignt should ba inkormad that tha follawing probiams may ooowr:
» Byemsstinging, buming, itching (iritation), or othar aya pain
Comiort s s thar whan kans was first placed on oy
Abnormal lesling of somathing in e oye (forsign body, scrabched area))
Excasmiva wataring (aaring) of tha ayes
Unimial oyo saorefons
Padros ol tha apes:
Raduced sharpnes of vision (poorvisusl acuily)
Biurrad vwision, reinkows, or halos around obsacts
Sensitivily iofght(photophotsa)
Dy ayes

10

B Charactaristics of a Tight (Steap) Lans

A lore which is much oo stieep ey subjocively and cbjecivoly causa distortion
which will vary sHor 2 blink. Howower, # 2 lors is.only rargically sioap, thainitial
subgactive and chiscivovision and comiort frdings may be ouits good. A
marginally sieap kens mey ba diforeniatod from 2 propenly SHed o by hasing
fhe patient gaza A proparly ited lenswill tord o shdo dow rwend
aporomiratoly (! whils 2 Hoep ks will rerain relstvely sabio inrolaSomrhip
o tha cornea, paroulany with tha bink.

& Charsctaristics of a Loosa (Fuert) Lans

Htheai b s i fiat, wilk

Dhaconter, expacially on post-bink.

Hava a fandaroy bo adge B inkarorly and =it on tha lowar Bd, rafher than
poeioning batweon the scers and palpebal comjunciva,

Hava a fandaroy bo ba uncomioriabio andiritsting with Suchuafing vision,

»  Have atendarcy o drop or lag greater than 2 \0mm on upgaza post-bink.

7. Follios-up Cara

Folowup axamiraions are necemany 1o ensna oonfnuad successhul contact

lars waar: From tha day of disparsing, tha foliowing schadula iz suggestod

igickaline for Follow up.
34 days post-despansing

+ Wdays

= Imanth
Imanths
Evony sin months $hamaftor

Attha inial folow-up eveluations the aye cars professional should again

reasure tha pafiant ot any of e praviouwsly described adsplive symploms

arn normal, and that tha adaptation pericd should ba relstively brial.

b Prior o foliow-up enamination, e contact lonsas shoud baworm for 2t loast
4 conSnuous hours and tha pefont should b askad 1o identily sny problioms
which might ba cocuring relabod to oontsct o wesr.

o 'With kensesin placa ontha oyes, svalusta titing merormanca fo e hat
(CRITERS, OF AWELL FITTED LENS confinue o ba satished, Examin fa
larsas dosaly for wrface deposition and or daraga.



d Aftor thakers removal, instil sodium uonescain [unkess conreindicatad] inlo:
fheas ey and conduct & thonowgh biomicroscony axamiraSion.
1. Tha presarca ol verScl comaal striaain the postanon central comaa
andior comaal nearasadanization may ba indicative ol axmossve
comaal adara.

2. Tha presarca of corneal stining andibr Embsl-conjuncival hyparamia

3 Papllary conjunctival dhangas may ba indicave of an undiasn andlor
damaged kns.

¥ ary ol tha sbove chearvations ara judged abnomal, werious

judgmants are recessany o alievisia the probiom and restora the aye o

optimal conditiors: F e CRITERIA OF A WELL AITTED LENS ara not

stishiod during any folow-up on, e patiant shoud b Htthod with

TR ATt .

PRACTITIOMER FITTING SETS
Lonsas mustba discardad sHer singla usa and must not ba sed from patiant to
petiant

WEARING SCHEDULE

Thawaaring and replacomant schadules should ba detorminad by $a oy cre

profesional Roguiar checkus, o datorminad by o aye cars profesiondl, ane

Ty mporiant.

Draity Waar

Than mayba a tendancy for tha daiy wear patiant o arer-wear $a lenses indall.

Tharglors, tha h'pumnfarln'rﬁ_:: prope:, initial daiy wearing schedule

should bo stressad intheso paSants. waring schedile should ba determinad

by tha ey care profemioral. Tha wearing schadiule chosan by tha oy cara

professional should ba provided to the patiant. Tha ks & io be presoribad for
singio-use dispoeshioweer, and is 1o be discardad Shtor sech removal.

b A daptation

Visally i il 3 thea initial wearing paricd,
Hmm:hmmmﬂwmﬂnlmm
and 2 kealing of dight imbaiance. You should axpiain tha adaptstional yympioms
o tha pationt. Thass symploms may last dor 2 briat minuto or for savoral woaks.
Tha kongar $asa symptors parsist, tha poorar ha progrcsss for sucresshl

Takainin tha adaptstion process the pationt can ba advsad 1o first usa e lenses
in a comiorable emilier ervironmant such 2 in e homa,

Sorma pationts foal ot automobils driving parfommances maynat ba opimal
diuring tha adaptation process. This i particularyy tnugwhan driving 2t night,
Balorn driving = molor wahida, # may ba recommandad that tha patiant ba

a psmenger first o makes surn that thairvision s stsfacionylor oparsting an
automiabie. During o first sovers] waakes ol waar fwhan adaptstion s ooorring),
it iy b adhvissiio for e pefont o only drive during optimal diiving conditiors.
Ao adaptafon and oo with theso activities, the petient should ba abla o
driva under othar condiorswith caution.

7. Ohar Suggestons

Tha sucoess of tha morowision iachnigua may be furthar improved by kavingyour

patiant iolow the suggestions balow.

*  Havinga third contact lans (distanca powsr) o usawhan oritical distanca
wiawing is naadad.

*  Havinga third contadt lans (near powor) o wsa when aritical naar viawing
Ereadad,

+  Hawing suppiemantal spectacies iowasr over Fa monosion contact loneos
Tor spacific wisual tasks rray improws the sucoess of monovision cormecon.
This is particulary applicabis for thosa pationts wha nmot meat sle
oansing requinamanis with 2 monowisson cormacion

Mok e of propoer lumination when camying oul visual sk

Suoozss in fising monovision can ba improved by $ha folowing suggestions:

»  Rawora tha distarce and naar ayes Fa patant s haring troubia adapting.

+  Rlaking tha lans powars Fthara is roubla with adaptation. Aocurate kers power
iscritical for prashyopic patients.

+  Emphasiea the bonafts of the daar naarvision insraight shaad and upward
gea with monorsion.

MONCVISION FITTING GUIDELIMES
1. Passant Sakection
a Monovision Neads Asseesmant
For agaod prognosis the pationt should have adenuatoly cormacted distanca
b i b k12 T o L
nothaa
ok Al A g e ey 2 e e

) 5ot {Hydrophiic) Contact Lorsas u'Ea.udHLmll:\Bdrl.n"m for

Astigmatism (nasoicon A ) Soft (Hydrophisc) Contact Larsas.

Ocnupational and environmantal visual demands should ba considared F

the patient reguires oritical vision frisusl acuity and storeopsis) i should ba

datermined by trialwhathor this pafont car function with morowision.

Morovision contect lerswesr may not ba optimal for such aciivities as

1 Visualy derarding stustions such as oparafing potantialy dangarous
machinany or periorming ofher polonially hezardouws acivilies and

2. Diiving automabies (ag., driving 2t night]). Paliants who cannot pass thair

statn drivars iconma| with monovision oomaction should ba
achisad 1o not drivewith this cormecson, DR may requins that additional ovwer-
cormacion ba prescribad.

b Putiont Education

Al paants do not function agqually wall with monasision oormaction. Patiants may
riot periorm 2 wall for cortain taskes with fhis comaction a5 thay haa with bifocal
raading glases. Fach mationt should undarstand that monovision can crasts
avision compromesa thal mey reduco visus] aoully snd depth porcopBon for
distanog and naar tesks. During tha fiting proces it i necessary for tha patiant io
raskze tha disadvantages a5 wall 2 o advantages of clear nasrvision in straight
ahazd and upward gaza that monovision oontact lanses provida,

= Tha decision lo 8 with cifan is mast
apprepriziely Bt b tha aya cam profaazional in conunction with tha
patiend far carslully comsidaring tha pakient’s naads.

= AN patints should b seppied with 2 copy of the Bk = Loms Biotrus®

MULTI-FOCAL FITTING GUIDELINES
1. PaSant Salection

a  ood motiation

b Fuzistic mpactatons

2. Lans Salection

a  Update spechoa retradion and A dd powe:
b. Determing.ocutar dominance for dislanca vision,
C

Salart lans distanca prascription hasad upon spharical aquivalant fom spactada
prescription, adiusted torverio distancs # recesssng

Choosa trial lenses hesad upon tha abave caiculation and saled A dd power:
Low A dd: #7500 +.500
Hagh Adict +17 B0 o <2 500

3. Lans Frting

a Enuitratefor Cminues.

b Evalusio distarco and naarvision béinootary in normal noom ilumination.

. Fyision at distarce ard naar are ssisfaciony, disponsa lorses and schadule iollios-
wpaamwithin -2 weaks.

A To rafine Maar Yision

Hpationt iswazring two Low A dd lonsss:

s

Ratinamant t

Praca High Add lens in ron-dominant aye whik keaping Low Addians in
dominant-aya.

Ratinamant 2

Hrvizion is stil urasisfactony, confinug adding +050) at 2 mea o tha non-
dominant aye using handhald lemes. Adjist contact lens power whan vision
instisfaciong

2. Era Saaction

Ganarally, tha non-dominant aye is cormeciad for naar vision. The iolowing test for owa

dominanca can bawsad.

a &lﬁprﬁmﬂdmmw
Mathod 1-Dlatarming which aye i tha “sighfing dominantaya” Hava tha
pafant point io.an object at tha arand of fha room. Cover ona aya. Hha
pafart is =il poinging directly at Fa obiect, tha oya baing wedlis tha dominant
({sighting]) ey,
Mathod 2 —Diatarmine which ayewil acoapt tha addad powar with fha laast
radisction in vision. Place 2 trial spectacka rear add lensin front of ora oy

4. Maar A dd Datarmination

Abways prascribe tha lens power o e nasr oye that provides oplimal nasr acuily
af tha midipoing of the pationts Fabitusl resding distance. Howover, wharn mora
fhan ona power provides opfimal reading periomranos, prescribe Fa keest plos
{most minus) of tha powers.

5. Trial Lans Fitting

A trizl fitting s parformed in tha offios 1o allow tha paetiont io e pariarce
monoision cormection. Lorses are i acoording to tha directions in tha goraral

itting
Cmm histony and standard dinical evaluation procadura should ba wsed o
datermina tha Diatarmirgwhich aya is to ba comacted for distanca and

progrosis.
wrhich oy is bo b comractod for reer: Maxd datermina tha
'With frial lormas of tha propar power in place observa tha readtion to S moda:

both oy hathar the pationt tuncions best with the raar add
lans owor e rightor loh oya.
b Befractina Eror Mathod of cormaction.
Fror anisomatropic cormactions, f is ganorally best o it tha by parropie (s

diatoly sHor tha cormect power lersss ara in placs, walk across tha room and

myopic) aye tor distance and the mon myopic (less ypenopic) oy for raar:
c Wizl Domands Mathod
Considor o mationt’s conupation during tha oye ssledion process o datarming
e criical vision requiremants. F 2 palionts gaza tor roar ks i wsuallyinona
diracion cormect the aye on that sda for rear;
Exampla:
A secrotany who places copy o tha kol sida of tha desk will usually furcBion best
with tha naar lons on the oS o,
3. Special Fitting Consisarations
Unitstural Lans Comection
Thana are ciroumstancesw han only ona contact lans s reguired. A s an eiampia,
anemmairopic pafent woulkd only requirs 2 near kers whils 2 bl atoral myope ray
reuine orly 3 distanca lens.

Exampia

A preshyopc emmatropc pasant wha reguines 2+ 5 dioptor add would hava 2
+I75 dioptor lors on tha rear oy and the othar oyo ket without 2 ars.

A prustyopic patiant 2 +150 diopter add wha is 250 diopters myopic
i e right oy and - diciiars myopec in tha ke oye may have tha right oy
oormachad for distanca and the left uncormactad for near.

Hpatient is wasring two High A dd lorses

- Ralinamant
Add #0250 o tha nor-dominant oy,
Ratinamant 2
Hrvizion is stil urasisfactony, confinug adding +0050) at 2 mea o tha non-
dominant oye using handheld lormes.
5. To rafina Distanca ¥ ision:
Hpationt iswazring two Low A dd lonsss:

Rafinamant
Praca 55 lans in domirant aye whils keaping Low A dd lars in non-dominant
L
Ralinamant 2
Hreision is stil uraatistartory, add 0250 at 2 time o domirant aye wing hard
b koo A diust contact lones power whan vision in sstisfactong

Hpatient is wazring two High A dd lorses
Rafinamant t
Placa Low A dd lans in dominant aya whils ksaping High A dd lers in non-
dominant oya.
Rafinamant 2
Hreision is stil uraatistartory, add 0250 at 2 time o domirant aye wing hard
b koo A diust contact lones power whan vision in sstisfactong

. Patiant Education

Al patiants do notuncion equallywel with muliocl comadtion. Pationts may rot

avision compromiss that may reducs visual aouly ard depth percaption for distarca
ard raar tasies. Dhuring tha fting process & i reoessany for tha petient to raskeo tha
disadvantages 2swall = o advantages of clear nasrvison in strsight shead and
upward gazs fhat muttiocl contect lenses provida.

HAMNDLING OF LENSES

Pasant Lanes Cara Direcson

'Whan lonses ana dispansad, tha patiant should ba provided with appropriste and
adanuats irstrudtions and warmings for lens cans Fardiing. Tha aye cme professional
should recommend appropriate and adeguats procedurss for sach indivdual paSont
inacoondanco with e particular lors wearing schadula,.

have tha paSont kook at wou A e o palont’s reaction io distaros wision undar
thasa cincumstances. Than hava tha pationt ook 2t miliar rear ohjects such
awaich bos or frgemails A gain 2mess tha reaction. As the petient continuas
o bk around tha room 2 both reer and distant chjects, ohaore fha reacions.
Cinty i therma vision ik aro complated should tha patant ba 2skod 1o read
print. Braluate tha pationts reacion o Large print (a.g. typawritien copy) at st
ard than graduaio ionawspoint ard frally smallor typa skes.

Ao the pationts pariormancs under tha above conditions aro complatod, Sesls
ohvisual souity and reading sbilly undar conditiors of modarsialy dienilumination
shouid ba attempled,

Arinitial untarorabla resporsn in e oflics, whils indicative of 2 guardad
prognosis, should rol immediatoly rule out 2 more exdorsiva trial under tha usual
condigons inwhich apatient furctions.
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CARE FOR A STICKING

(NONMOVING) LENS

i the lars sticks {slops moving ), $ha pationt should baimstruced tousaa
lubricating or rewatting sochdion in their aye. Tha pafiant should bo insruciad

o mot Lsa plainwater, or anything othar thar tha recommendad solutiors. Tha
pafant should be irstruded fo contact e oy cane prolessional e lors doas
ot bagin o mowa upon blinking aftor savenl sppications of fha soluSon, and o
not aSempl o remove tha lens aecopt on the sdvios of tha aye care professional.

EMERGEMNCIES

LEMEES
CARE PROFESSIOMAL OR VISIT A
ROOMWITHOUT DELAY.

REPORTING OF ADVERSE REACTIONS
Al serious adnerse auperionces and advarsa reactions obeored in palonts
Cu'hdLﬂ'mtElnm I.mbﬂg:m'n“ A

+
Smﬂﬂqiit}CumLcmwhn:hﬂuThmh
Astigmatism (resofiicon A) Soft {Hydrophiic) Contact Lans, or aspariencad with
fhea ligrems, should b reporied 1o

In tha Continantzi LIS, A Hawaii
i r

InCanada
1LBBE 453 5000 Option 1 - English, Cipsion 2 - Franch)

HOW SUPPLIED

Each stariia lans is suppéied in 2 plastic packsga contsining borata buSoed saline
sohstionwith pokmeaming. Each containgr s marked with tha marutsciuring ot
number of ha lors, dioplor power; and opiration data.
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IMPORTANT: Please read carefully and keep this
information for future wse.

Thiz Package Insert and Fitting Instruction Guide iz
imtended for the Eye Care Professional, but should be
made available to patients upon request.

The Eye Care Professional should provide the patient
with the appropriate instructions that pertain to the
patient's prescribed lenses. Copies are available for
download at www.acuvue.com.

"YACUVUE
MOIST

BRAND COMTACT LENSES

1-DAY ACUVUE® MOIST Brand Contact Lenses
1-DAY ACUVUE® MOIST Brand Contact Lenses for ASTIGMATISM
1-DAY ACUVUE® MOIST Brand MULTIFOCAL Contact Lenses

etafilcon A Soft (hydrophilic) Contact Lenses
Visibility Tinted with UV Blocker
for Daily Disposable Wear

&M‘F CAUTION: U.5. Federal law restricts this devics o
=ale by or on the order of & licensed praciitionar.



SYMBOLS KEY
Thee following symioole may appeer on the label or packaging:

SYMBOL |DEFINITION

Coreult Instnuctions for Lk

Manufaciurer

Dale of Marulacihurs

Lz By Diarte (Eseparaition cas)

Baich Code

Bteiized Lbsing Stesrn Hest

Do Mot Re-Use (Single Use)

Lena Oriemation Comect

Lena Orieration Incomect (Lens inside Cuf)
Cusality System Certiication Symb
Fes Peid for Waate Management

Authornized Rapresantativa in the European Communty

Wiail wiascunue. comdguides for eddibional information about symbols.

DESCRIFPTION

1-D ACLMUE® MOHST Brand Contact Lensas, 1-D8Y ACUNVUE® MOIST
Brand Contact Lenses for ASTIGMATISM, and 1-DAY ACLUVUE® MOIST Brand
MLLTIFDCAL Contact Lensas ane aofl [pdrophillc) contact kenses svaliahle ae
spnerical, toric, or mulifiocal knses, and Noiude LACREDN® Technology.

The lens malerial (ie1alionn A) & a copokmmer of 2-hydrmayedind methacndate and
metharryiic acid cross-inked with 1, 1, 1-trimettyiol propana timethaonyale and
sifyiane Qiyool dmathacrdata.




The lenaes are tinled biue using Reacive Blue Dye #4 1o make The enses more
wiaida for handing. A benzobriazoke L absorbing monamearn B usad 10 binck L
recfiation.

Lans Propartics:
The physical'opiical propearties of he lens ars:
* Epecific Gravity icaiculkated): o8a-1.12

» Rafmaciive indes: 1.40
* Light Trensmitlance: 85 % minimum
» Suface Characher: Hydrophilc
» Warler Content: 58%
» Doypen Pasmesility [Tid:
WALLRE METHOD
FARCE Rt n] Faft bmndary mmachad, dge comesiad)
[l O, fmilx mim g &0 35°C
20,0 % 10 jomisec) Fam ibondary comected, non-eadgs Co mected]|

[l 0l mem Hg o 36°C

Lens Paramatens Ranges:
= Dlimeater (LAY 12,0 mm bo 15,0 mm
= Cianter Thickrass: ‘iarias with pover
= Base Cure [BC) .85 mm bo 10,00 mm
= Spharical Pover [C1); ~20,000 o+ HL000
& Cylinder Power [CYLE -0.250 o 10,000
& fods [ANS) 2.57 o 1807
& AND Powers: +0.250 o +4.000

AVAILABLE LENS PARAMETERS

1-Dvly’ ACANUIE® MCRST Brand Comact Lanses am hemisphanical shells of fhe
Tolioraiing dimensions:

Diameter DAk 14.2 mm
Center Thickness: 0084 mm b 0,230 mim (varkies with power)



Base Curve (BC):
Powers [Di:

8.5 mm, 9.0 mim

-0.600 1o -6.000 fn 0. 250 incresments)
-6.500 to -12000 fn 0500 Increments]
+0.600 to +6.000 in 0250 incremaenbs)

1-D ACLVUE™ MONST Brand Contact Lenses for ASTIGMATISM ars hamitonc
shails of the following dimensiona:

Diametsr [DLA):
Center Thickness
Base Curve (BC):
Powers [Di:

14 5mm
L0900 i be 0,183 i (yares wWith posed)
BE m

+0.00 1o -E.000 fn 0260 increments)

Chylincders (C¥Lk 0,750, -1.260, 1,760, <2260
Auds (AE] 107 to 1807 In 107 Incremeants

*-2.2560) oylinder |5 avallable in 107, 20¢, 707, 80%, 90F,
1007, 1107, 1607, 1707, 1607 axag only

-6.500 10 -8.000 dn CL500 Increments)

Gyfinders (CYLy <0750, -1.260, -1.760, -2.260¢
Aods WAS) 0P, 207, 6lr, e, BOF, 907, 1007, 1107,
120°, 1807, 1707, 1807

*-2.250 oylinder |5 avallable in 207, B0F, 1607, 180°
aues only

+0. 2600 b +4.000 (in 0,250 inCresments)

Chylincders (C¥Lk -0.750, -1.260, -1.760

Auds QAds) 107, 20°, 70°, B0, 80F, 100°, 110°, 1607,
170F, 180°

1-D° ACLIVUE® MOIST Brand MULTIFO:CGAL Cortact Lenses are hemisphancal
shalls of tha following dimensions:

Dharmeter (DLA):
Canter Thickness:
Base Curve (BLC):
Powers [Di:

Mear ADD Powers
MAX ADD:

14.3 mm

0.064 mim b 0.207 mim (venkes wilh powens
&4 mm

+5.000 bo -5.000 dn 0.250 Increments)

Lowy Mear ADD (LOW): +1.250
bacium Mesr ADD (MID): +1.780
High Mear ADD {HGH): +2.500



TRANSMITTANCE CURV

1-0 ACUNUER MOIST Brand Comect Lenses jetaficon A Visibity Tinted with
L Blocker va. 24 v old hurmean comea and 25 v old hurmean orystaline ens.

- - -4 ACLMLIE® MOIST

i Brand Contact Lensss®
o = ' ——24 ¥R OLD HUMAN
g =1 : . : CORMEN
- - « == «25 YR OLD HUMAN
2 ol CRYSTALLINE LEN:
E a0+ i i
# ol ! H

2] i ¥

wt il I

b

a30a 400 500 SO0 0a a0

SWAVELEMGTH

(hrbaTAE TERA)

“The datz are represamative measurements BkeEn fmougn the central 3-5 mm parion for the
thinnest marketed lens (-3.000 kens, 0,084 mm center thickness)

! Larman, 5., Fadant Enangy ane tha Eya, Rinckiiian, Mow Yok, 1980, p. 58, igirs 2.21
#'Wandar, ML, Hilchins, WM Oiptical Fladistion and Visul Haalth, CRC Pross, Boca Raion, Fonds,
19EE, o 19, Aum B

WARMING: LWV absorbing contact lenses are NOT substitutes for
pratective UV absarbing eyewear, such as UV absorbing goggles

or sunglasses because they do nol completely cover the eye and
surrounding area. The patient should conlinue bo use UV absorbing
ayewaar as directad,

ACTIONS

In i{s ydrated state, the comact lans, when placad on the tomea, acts as a
resdecting rredium bo focus kaht rays on the relina,

The LI Biooking for thasa lenses avarages 57 % in tha UVB ranga of 280 nm o
315 nm and E2%: In the LA @ange of 316 nm 1o 380 nm for the entine power
Tange.




MNOTE: Long-term axposure Lo LW radiation is one of the risk laclors
associated with calaracls. Exposure s based on a number of aclors
such as emidronmental condilions jaltitude, geography, cloud cover) and
personal factors (extent and nature of culdoor acvitles). UV-Blocking
contact lenses help provide protection agairst harmiul UV radiation.
However, clinical studies have nol been done to demonsirate thal
waaring UV-Blocking contact lenses reduces the dsk of developing
cataracts or othar aye disorders, Tha Eya Care Professional should ba
consubted for more Information.

INDICATIONS (USES)

-0 ACLNUE® RACIST Brand Contact Lenses ars Indicated for daily
disposabie waear for the oplical cormaction of miective ameropi imyopa and
Imyperopial In phakic or aphakic persons with non-dseased avas wha may have
1.000 or keas of ssfigmatism

1-Cuy’ ACLIVUE™ MOIST Brand Contact Lanses for ASTIGMATESM am indicabed
for claily cisposabiie wesr lor the optical comection of refractive smetopia (myopia
and hypempia) in phakic or aphakio pasors with non-dissased syes who may
have 0.500 to 3.000 of astigmetsm.

1-0 ACLNUE® RCIET Brand MULTIFOCAL Conlect Lonses ane indicated

fior dally cisposabis wear Tor the optical comection of distancs and near vision In
presbyopic phakdc of sphakc persons with non-diseased eyes who may have
4,000 of ADD power or kass and 0. 750 or less of astigmatism,

Tha lenses contain & N Biocker to haip protact against transmission of hammiul
LN raciation bo the cormaa and info tha eya

‘When pressoribed for dally disposabie wee, NG ceaning of deniection |s requined.
Leneses should be discanied upon removal.

CONTRAINDICATIONS (REASONS NOT TO USE)

DO MOT USE these lenses when any of the following conditions exist:
= Agubs or subacule infammeation or imecion of the anteror chamiber of
e aye.
= Any eye diseasa, inury, or abnomiality that aflacts the comea,
CONUNCIVE. OF syalds.
o Sovers neufficlency of korkmal secreon jdry eye).
= Comea hypossthesla (reduced comeal sansiivity)

]



= Any Sysiemic disaase Mat may afiect the eve or be exaggerated Dy
wesring contact lenaes

= Aerpgic reactions of ooular surfaces or adnena that may be induced or
exagperated by weaning contec! lenass of uee of contact lens solilions.

= Doular iritation cuas o alengl reactions which may be caused by wss
of contact lens soiutions (L. rewsiting drops) that contain chamicals or
pressnalves {much &8 mercuny, Thimenosal, elc ) 1o which some paople
may develop an alengic resnonss.

+ Ay acive comeal Infection factersl, Lingal, probozoal, of vin).

= |feyes bacorma ed or imtabad

WARNIN

Patiants should ba advised of tha following wamings partaining o
contact lens wear:
EYE PROBLEMS, INCLUDING CORMNEAL ULCERS, CAN DEVELOP

RAPIDLY AND LEAD TO LOSS OF VISION. IF THE PATIENT
EXPERIENCES:

+ Eys Discomfort,
=  Excessiie Tearing,
+ Vision Changes,
= Loss of Vision,
= Eye Redness, or
+ Other Eye Problems,
THE PATIENT SHOULD BE INSTRUCTED TO IMMEDIATELY

REMOVE THE LENSES AND PROMPTLY CONTACT THE EYE CARE
PROFESSIONAL

* When prescriped for dally waar, patiants should be Instructed not 1o wear
Ihedr lenses while sleeping. Clinical studes heve shown thal when lenses
BI2 WO overnight. the risk of ulceraive keratitls ks greatar than among
Ihose whio do ol wear them ouemight 2

= Shudies hava shown that contact kens waarsrs who ana smokans have a
higher incldenca of adverse reactions than nansmokers.

#  Probiams with contaet lenses or ens cae products could reslt in
SEMoUs Injury 1o the ey, Patients ahoulkd De cautionsd hat propar use
and care of conlac] lensas and lensa cane products ane essential for e
safia usa of these products,



Tha ovarall sk of uicamtive keralits may be mouced by canaflly
following dirsctions for lens car.

® hiaws Engiane Journal of Macicing, Septambar 21, 1963; S5 (17, pp. T7a-783

Spacific Instructions for Usa and Warmings:

-

Water Activity

Instruction for Usa

Do ot evpose contact kenses o wabar whils wearning them.
WARNING:

Wabar can harbor microorganisms that can iead 0 sevens Imechon,
wiginn lees, o bilndnesa. I lenses have been submersad in waler when
participating in waler sports or swirmming in poois, hot tubs, Bkes, or
oceans, the patient should be insructed 1o dscard them and repiace
therm wath & new pair. The Eya Care Professional should ba noreued for
FECommendaions regarding waarng lerses dunng any activity Invoiving
water

Speoial Precautions for Eye Cam Professionals:

-

Cue i the smal number of patients anroliad In cinical Invesiigation of
lenses, al reliactive powens, dealgn configuralions, of lena peramelens
avalaiie In the lens makenal are not evallated In significant numbsars.
Consacuently, when seiecting an sppropriste lens design and
paramaters, ihe Eya Care Profassonal should consder all chamcierstios
of the lena Mhal can aflect lene perfonmance and ooular healih, inciuding
ouypan parmeabiity, wettabity, oeniral and paripheral thicknees, and
oplie zone dameler.

The polential impact of theae tackors on the paient’s ecular heslth
should be camfully weighad against the patient's nesd for refractive
eomection; heredors, e continuing coular heal® of the patient and lens
perfOMTENCS on the &ye should ba camsfully monitorad by the prescrbing
Eye Care Professionsl,

Patierts who wear thesa lanses 1o oomoct prastyopia usng monovison
for modiied monoyviskon using 1-0sy ACUWUE® MOIST Brand
MULTIFOCALL may not achisws the best comecied visual acuiy for aither
1ar or near vision. visual requiremants. vary with the indhidual and shouid
e conakdened when sslecting ihe most spproprate bype of lens for each
[patiant.



Fluonescein, a yeliow dye, snoukd not b= Lsed whils the enzas ans on
the eyes. The lenses abaorb this dye and become dacoioned Whenewer

funrescain is usad in ayes, the eyes should ba ushed with a starila
aaline aoi ilion thal i& rcommendad fof in-eye uss.

By Cars Professionals should instruct the patient o mmove lenses
Immedataly If e eyas become red or mtated.

Eye Care Prolessionals should carefully instrust patients about the
following care regimen and safety precautions.
Handling Precautions:

Beafore lesning the Eye Cane Professional’s office, the palient should

b= Ebie to promptty remove the lenses or should have someons slsa
evallahle who can remove The lenges for him oF her.

D01 NOT usa  the sharile blisier packags Is opened or damaged,
Always wash and rnss hands before handing lenses. Do mot get
cosmetica, lolions, snaps, creams, deodorants, of spreys in the eyes of
on the lenses. 1t Is bast 1D put on kensas before pUting on makeun.

D0 MOT fowch conlact lenses with the ingers or hands I the hands are
ot frea of forsign matsnals, as micmsoopic seraiches of the lenses may
DoCUE, Causing dstored vision andsor injury to the aye.

Caredully folow he hending, inasertion, removal, and weerng Instnuctions
In the Patient Instrucion Gulde for thase lenses and thoee prescribed by
the: Eye Care Professional.

Always handla lanses cansfully and avoid dropping tham,
INEvEr Lise hasezers o other tooks 10 remove lensee rom 1he lens
container. Skde the lens up e side of the bowl unill s ree of e
conkanen

D ot bouch the lens with ingermsals,

Lens Wearing Precauthons:

If the lens sticks (sliops moving) on the aya, loliow the reoommendacd
directiona in “Care for Sticking Mon-kMoving) Lenses.™ The lens should
mowe fraaly on the eye for the continuad health of the aya, I non-
moremant of the kens continues, The paelient should e Instrucied 1o
immedataly nonsull his or her By Cana Professional,

Mewer wear lenses beyond the pariod recommendad Dy e Eve Cers
Priofessional.



= The patient should be acvised bo mever allow aryone efss bo wear thelr
Ienses. Thay hava baen presoibad to @ thar eyes and io comact ther
wision 10 the deqgres necessan: Sharing lensas greatly increases the
chance of gye intections,

+ [ Bercedd products, sUCh &5 halrsprey. B2 Usad whils wearing lences,
exercisa cawlion and keep eves ciosed unill the spray hes sstfied

= Jwoic all hamiul or imbating vapors and fmes whils waarng |enses,
Lens Care Precautions:

=  The patient should be informed thal no deaning or disinfaciion ks needed

when lersas am wom for daly deposable wear. Patients should ahways
disposee of lenses when removed Bnd have spee lenees of spectades
avaiabia,
Orther Topics to Discuss with Patients:

+  Mhways contact the Eye Care Professional before using any medcing in
tha eyes

+ Carfain medications, such as anfihistamines, decongestants, dureiics,
muscle rekaants, ranouillzens, and thoee for motion sickness may cause
drymess of the eye. Increased lens ewareness, oF blumed viskon. Shoulkd
such condilions exisl, proper remedial measures should be prescibed,

= DAl oonfraceptve users could develop visual changes or changes in
liens tolarance whan using contact lenses. PaBients should be cautioned
ACConingly

« Agwith any comtact iens, folow-up vists ans necessany 1o assure the
aontinuing heslth of the patient’s evas. The pallent should be insbnichaed
a8 o a recommended folow-up schedule.

Whe Should Know That the Patient is Wearing Contact Lenses?

= Palieria should inform all doctors (Health Cane Profiessionals] about
baing a contact lans weaanar,

+ Patlents should alweys Infomm thelr emplayer of baing a contact lans

waarar, Some jobs may meouins use of aya prolection equipmeant or may
requine that tha patient not wear comact lanses.



ADVERSE REACTIONS

The patient shoubd be informed Bl the following problems may oceur
when waaring comtact lpmses:

+ The sye may bum, sting, andior kch.

+  There ey e less comiort than when the lens was first placaed on the:
e

»  These ey be & feeling of something in e eye forsign body, screlchad
area)

& There may D2 the potentlal Tor soms temporary Impaimmant due 1o
peripheral infilrates, parphersl comeal uleers, of comesl ercaion. These
mey be the potential for other physiological cbeervationa, such as local
o generalized edema, comesl necyaacierization, comesl siaining,
injaction, {arsal abnonmalities, intis, and conunciiitis, scma of which as
clinicaly acceplaiie in low amourts.

= Thers may ba emassve wataing, unusual ya secrelions, or moness.
ol the ave.

+  Poor visusl acuity, blumed wision, rainbows or haios eround objects,

photophobia, or dry eyes may aiso ooour i the lensas an wom
corfinuously of fof too kong & time.

The: peatient should be nebructed i conduct & simple 3-part sol-examinalion at
least once a day. They should ask themsalves:

»  How do the lenses Toel on my eyes?

= How oo my ayes kook?

¢ Hawve | noticed & change In rmy wison?

It thie patient reports any probiems, he or sha should be Instructed to
IMMECIATELY REMOVE THE LEMS. i the problem or discomiont stops, the
patient should dscard the kens and piacs & New trech lena on the ave.

I atter nsanting the nesw iens, the probienn continues, he palent should be
directad to IMMEDIATH Y REMOVE THE LEMNS AND CONTACT HS OR HER
EYE CARE PROFESSIONAL

Thea patient should be advised that when any of the abows symploms ooour,

& 5arous condilon such &s infsction, comeal ulcen, neovascularzation, or intis
may be pressnt. He or she should be instnicted 1o sesk immediale professionsl
Iganiification of tha problem and prompt treatment o awoid sanous ey damage.

1



GENERAL FITTING GUIDELINES

A, Patlent Sekection
Patients selected ko wear thase lerees shoukd be chibsen basad o
= Wobation to wear lensas
= Ability to foliow INstnucions regarding lens weear
*  Genaral haalih
= Ahilty bo adequately handie and can for the lensas
= Ability to understand the niaks and banalits of lens weer

Pallenls wihios do nol mest The abooe crileria showd not be prosided with contect
lenses.

B. Pre-fitting Examinalion

Iritial evaluation of tha patiert should bagin with 8 thomugh case histony
1o detemmine i there are any coniraindicalions to contact lens wear. Dunng
he: case history, the pallent’s visual needs and expactations should be
detarmined &5 wel &5 an assassmeant of thelr oversll oculsr, physical, and
mefilal haalih

Pracadng the inftial selection of trial contact lersas, a comprehansive ooukar
evalLation should be performed that Includes, but ks not imited 1o, he
measmament of dstance and near visual acuity, distance and near refactive
prescription Incudng determining the prefemed reading disiance for
presbyopes), keratomatry, and biomicrosoopic evaluation

Based on this evaluation, if £ is determined that the patient s eligibie toweaar
hess lenses, he Eye Cane Prolessional should procesd bo e lens itting
Insstructions as outined balow

C. Infial Power Determination

A spectane refracion should be periormed o establish the pallents bassine
refractive status and to guide In the selection of Te appnopriabs lens powa.
+4,000

D. Base Curve Selection (Trial Lens Fitting)

Thee foliowdng trial lenses shoukd be aslectad Tor patients regerdiess of
keralomeiny Radings. However, cormeal curvahune measursments shoukd b=
performied o estabiish the patient’s bassine coulr stalls,

12



* DAy ACUVUES MOIST: 8.5 mmA4.2 mm
= 1-OAY ACLVUES MOIST for ASTIGMATIERE BS mmA4E mm
= 1-OAY ACUVUE® MOIST MULTIFOCAL: B4 mimd14.3 mm

Th frial lens should be placed on aach of the patient's ayas and evaluaied
After the: patient hes adjusted to the lensas,

1. Critaria of 3 Property Fit Lons
& propeny it lens will center and completely oover e comea [Le., no
limbal expoaurs), have suficient movement to provide tear exchangs
umder the contact kens with the DNk, and be comiortable. Thalens
shewid move Fesly when manipuiated digitaily wilth the: lower Tid, and then
retum to s propary centemnd posttion when misasad

2. Critena of & Flat FIING Lers
A Tt fitting lere may exhiolt one or more of e following cheracterialics:
decaniraton, INncompists comeal coverage Le., Imbal exposurs),
Eoeggiye movameant with the biink anddor adge standoll. I he lens &
Juciged io ba fiat Siting, it should not be dispensed 1o the patient,

3. Crtena of & Steeo FRiNg Lens
A steen THing lens may exhibit one or mone of he Tollowing
characiangtica: iInsuficiant movermant wih the bink, conjunctival
inceriation, and resislance when pushing e lens up digialy wilh
e iorwear lid, I the lans is judged bo be steap Siting, & should nob ba
dispensad 1o the patient.

i the initial irial besa curs Is judged o ba fiat or sieep fiting, the abamabs
base curve, If avalabis. should be tial it and evelusied after the patiant has:
adusted to the lens, The lens should movs feety when manipulaied digtaly
Wwith e kower i, and en retum o 8 propeny cenbered position when
redeased. H resistance s encounbared when pushing the lens up, the lens s
rting tightty and shoukd not be dispensed o he patiant.

Final Lens Power (Sphericall

A sphenical over-refmction showd be perommed o daterming the fral lers
power afier the lans it s judged accepiabie. The spherical over-refraction
shiould ba comibined with the trial kna power 1o determing e final lens
prescription. The patiant snould experience 0ood visual sculty wilh he
comect lens power Lnkess there B excessive resldual astigmatiam.
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Examgple 1

Diagrastic lens: -2.000

Bpherical puer-reraction 0250

Final lens powar: -2.250

Exampla 2

Diagnestic: lans: -2.000
| Spherical ovar-refraction +0.350

Final b pawer: -1.760

¥ vision is acoapiabia, pariomm a st lamp examination 10 assess adeguats i
{oenbraion and movement). i tha M ks aoceplahie, dispenss the lenses and
Insiruct fhe patiant o retum in one week o reessessment (sea PATIENT
MANAGEMENT section|.

Al patients should ba suppliad with a copy of the PATIENT
INSTRUCTION GUIDE for thess lenses. Coples are avallable for
chaarilo] Al Wi, UL SO,

TORIC FITTING GUIDELINES

Although most aspacts of the SENg procedure ans iderical for al tpes of soft
conkant lensas, inchuding oo lenses, there am some additional sheps andéor
naies 1o Tollow o assure the proper Bt of tonc lanses,

The only new sleps you must Tollow I prescibing 1-D8y ACLVUES MOIST
for ASTIGMATISM ars that you must determine the stabilty, epeatabiity, and
kit angle of e lens axds S0 hat you can presobe the comect lens axds for the
palieni
A, How to Determineg Lens Cylindear and Axis Orientation

1. Locale the Orientalion Marks

To helip detarmine fhe proper orantation of the bonc lkens, you'l find bao
[primary marks spprodmately 1 mm from the lens e00e represanting the
vartical position on opposite ends of e lens at § and 12 o'dock [Fg. 1)
Bacalse of the lens' balasing system, sithar mark can represant the ver-
Tical posiion — there s no “top” and “boflom™ a5 In & priem-balkashaed lens.
You don't need o wiewy Do marks 10 assess onientation; simply Kook for tha
& o'ciock marnk 88 you wolld with a peiam-ballasied kena.
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CDﬂutni

‘o'l nead a sit Bmp biomicrosoops with a 1 to 2 mm paslisopiped
bearm 0 highlight the marks whan e lens |s ed o the eve. There area
numiber of technigues you can uss 1o improve the dasibilty of the & o'cock
mark. Using a paralsiapined Daeam and madium magnincation (10w or 15,
oy psan down Be lens, ooking Just below the direct lumination at the
rEtrolluminated arsa. Backigitting the mark: this way should maks it maone
whihle Sormetimes rranipulaing he lower id may be neceasary 1o unoover
e rmark.

Obsanve Lens Rotation and Stabity

Obaerve the position and stability of the “botiom™ mark. | ussaly slabiizes
atthe & o'clock posiaon. | it does, calculsion of the lens power will be
ahrsightionaard. The & o'clock poaition = not & “must”; howeve, the
absoiuie reouirement is that the axis posiion be stabia and repeatabis,

Thea mark may stebize somewhat left or night [drft} of the vertical mendan
and sl srabis you to it a toic lens for hat sye, as long as the Bns always
rEtmE 1o he same Ot &ds” position aier sstiing. The deviation can

e com pereated fior in the final prescriplion. Your objeciive B (o engure:
at whatever position the iniial lens assumes naar B o'ciock, tis posiion
mist be stable and repealsiie. Wl ull eye movement of heswy biink, you
may 508 the marks swing awvey, but theay must rebum quickly 1o the oniginal
shable poslion. If e lens does not relum quickly, you may nesd o sskect
a differant ens,

Aszessing Rotation

Imagine the eye as & clock dial and every hour repreaents & 307 intanal, IT
e cremaion mank of the Inftial lens stablizes somewnat left or night of the
wertical position, the final lens wil ofent on the eye wih e same devialion.
Yo Gan use an s ratiouks in e Sit lamp oruse a ine-soibed Ens ina
spectacis rial freme 1o measure or satimate the il angle” of Bhe cylindar
s,

o compenaate for this “diift,” measune o ecimate the “diift,” then add
of sibitract i Trom the relractive ads 1o determing e comect cylinder
ads. Use Te LARS (Ledt Add, Right Subirect) method o detemming which
lireiinm B0 oo peresle.



E. Final Lans Power

Wihen the disgnioslic lens has Ha sds sligred in the same mesidian as the

palient's refractive axs, 8 sphamoyindical ower-reimction may ba parommad
and vsusl acully determined. However, In the case of orossad awes, sich as

whan the diagnostio lans ads s difisrant fom the spectacks pyinder ads, it is
not advisabie 1o pamom a full sohemcyiindncal cwer-refrection Decauss of the
ditficuity in computing the resultant povwer, A spheical over-rafraction vethout
cyinder refraction may be performed.

I e required cylincer comection tals babueen two aualishie cylinder powers,

It is raocommended io prescrbs the iower cyinder power lens. See balow jor
Instructions on how to determing Bhe: fnal lens power.

1. Fuor tha Sphera
I sphene alona or combinad sphane and cvindar x> 4.000, comparsate
for vertes: distance. I sphare aione of combined sphere and cylinder
Fee g +4, 0000, werten: compensation s not necessany,

2, For the Cylinder

A=t the eads Ly the drift engle using The LARS mehod. Choose a cyinder
that s = 050D o the Teactive cyllrder,

3. Case Examples
Exampla 1
Maniiest ispeciacie) refraction:
0. -2.800/ -1.2680 % 180° 20/20
0.5, -2.000 ¢ -1,000 » 180° 2v20
Cnoose a dagnostic kens for each eve with exds 130°. Flacs the lans on
wachyeye and aliow 8 minimuom of 3 mintas for i o equilibrate, basad on

the patient's iInftial responss to the kena. If the lers has not vet stabllzed,
rechedck untl atabe.

Check; tha oriantation of the aeds mark, If the bothom ads mark s in e &
ook position on ol eyes, choose e aperopiate cylinder &5 stbad
presacussly, I thee lers has not yet stabilized, recheck unti stabla,

Here |5 the Fx prescribed:

0. -2.800/ -12680 % 180°

0.5, -2.000 ¢ 0,750 » 180



Example 2

Maniizal Epeciacke) rafraction:
0.0, 3,000 -1.000 x 90° 2vE30
0.5, 4750 ¢ -2.000 ¥ 307 20720

Chooee diagnosic lenses of -3 00D / 0750 » 90° for the right eye and
-4.500 ¢ -1.750 x 907 for e left eye, the neamnst lanses avalabie 1 the
spherical power and exds nesded. For the e eve, since the manifeat
rabraction caled for -4, TS0, compensating for verex disianos the sphem
B rechunad by 0.250 to -4.500. The cylinder power wil be -1.760. Place
the lans on aach sye and alow & minimom of 3 minutes for @ bo eouilibraba,
basad on the paliernt's Inftial FEeponse 1o the kens. If he lens has not yet
stabilzed, recheck untl slabia,

Bt Eve

The afentalion mark on e right lens rotabes kB rom he 8 o'dock posiSion
by 140* and remaine stabie in this posttion, Compensation for this roiation
Ehould be dona as follows:

Compenaale Te 107 ads difl by adding it 1o the manifest redmclion ds.

Ham is the Rx presoribed:
0. -3.0007 0760 x 1007

Lol Eve

The anentation mark on the left lena. rotates right fom he 6 o'clock poaion
by 10° &nd remaing stabie in this position. Compensation for this rolation
should be done as follows:

Compenaale for the 107 ads it by sublracting it from he mankiest
reration &S,

Hera I the F prescriad:
0.5 4500/ -1.750 x 807

i vision is eooeptabie, perform a Sil bmp sxamination o assess adequata
T [ceniration and movemeant). IT it is scceplable, digpense e lenses
insinucting the paiient o rebum in ome week or reessessment (5ee
PATIENT MAMAGEMENT section.

I patients should be supplisd with & copy of the PATIENT
INSTRUCTION GUIDE for thesa lenses, Coples are avallable for
dossinbamd al wanacuvie com.



GUIDELINES

A Prasbyopic Neads A & Pationt Education

Mumiocel contact lenses May prdUce Compromise 1o vskon under certain
cipumstancas and the patient should understand that they might not find
their wiskon accepdabie In speciic sfuations fLe., Rading a menu N a dm
resstaurant, driving at right in reine oy conditions, eie). Thereione, caulion
should be exarcised when the patient & waarng the comection for the first
fimez wnill they ane famillar wilh the vision provided In visualy challenging
amionmants, Dooupational and emdronmeantal sisual demands shoulkd

e conakdemd. If the palent requires critical vausl acully end stereopsis, it
shiowid b determnined by trial whether this palient can function adeousbely
with 1-0é ACLVUE® MOIST MULTIFOCAL. Weering thase lanses may not
b optimal for actvitias such as:

* Wisualy demanding situations such as cperating potenially dangenis
machineny of perfoming ofher polentialy hezerdous activlies; and

= Driving autoemobiles (g, driving at nightl, Palisnts who cannot maeat
thelr state driver's Boanse FEquUIFEMEnts with the 1-DAY ACUVUE® MOIST
MULTIFOCAL shouid ba advised bo not drive with Hhis comeotion, OF may
require that addtional cver-comeciion e prescribed.

-0 ACLVLUIE® BMACEST MULTIFOCAL ks not recommended for patients
wino have -1.000 or greabar of reimactive cviindar as this kvel of uncomecied
oylinder rray kead 1o addlional wesisl compromise. Thess ienaes ere evallabie
in tha ioliowing ADD powars:
= | ans "LOW™ = low near ADD lans ey ADD +1.25)
* | ong “MIDT = medum near ADD lena (Max ADD +1.75)
= Lans "HGH" = high near ADD lens (Max ADD +2.50)

B. Inftial Power Determination
A spactacks refaction should be performed to estabish e palient's Daseline
refractive stahis and o guida I the sadection of the Bppropiate lens power.
Remember o compensste for vertes: distance I the refraction s grealer

than +4,000, Daterming the sphanical equivalant distance prasoription for a
muifocal patient. Detemine B eye dominance using one of the methods

L= el n



Mathod 1 Detaming which ava k& the "sighling eye.” Have he palient point

tﬂmﬂﬂﬂﬂﬂ'&ﬂ&’ﬂ n‘rﬂ'emn.l:‘.m'amee;e.lfme
pafient Is st polnting dirsctly 6t the obiect, the eve baing used ks
the: cominant jEghting) eye.

Malbod £ Debarming which aya does not accept added plus powar. Place a

+1.000 hand-neld el ke In font of cene ey and than the oiher
whils the distanoe miactive ermr comection is in place for boh
ayes whils The patient i viewing the distance visual aculty chart.
The eye wilh the pius cuer It Bat the patient nobices the greetast
reduction in vision ks determined to be the dominant ye.

C. Salect the Initial Tral Lens

1

b2

B

. [For sach 6ys, saect the irial lns distancs power that 5 closest o tha

patient’s distance sphencal equivelent. Aemember 1o compensate Tor
uerlex distancs If the relraction i grasbar than +2.000.

Sedact tha naar power of the lans basad on the patisns ADD rangs as

Toilboawe:

*  ADD: +L 750 to +1,260 usa a low near ADDHLCW) lans on sach aye

*  ADC: +1.500 to +1.750 use a madium naar ADD MID) kens on each
i

= ADD: +2.000 to +2.500 uwsa a medum raar ADD MICH on tha
dominant &ye and a high near ADD {HGH, lens on the non-dominant
v

Alow the lanses 10 sattle for a minimum of 10 minues.

Agseas distance and neer vision binocularty and monocukay.

Damonstrats fhe vison under vanous. ighting conciions inomal and
decreased llumination) and at distance, imemmedate, Bnd Near
Make adusbmenls in power 83 necessany beased on the datance over-

maifraction, The use of hand-held fral lersas & eoommanded, Chack the
Impact on dslance and nesar vision

7. ¥ vision is sl unacoapiabie, maks adustmants in power a5 necassany

[5ea "Mumfocal Tnoubischooting™ Delow!. If distence and near Wision
ars aoceplaiie, perform a Sit Bmp eemination o sesess adequata
fit (cantraion and mowement. If it ks accaptable, dspanse the lenses
ingtructing e patient 1o retum in one wes for reeesessment @ee
PATIENT MANAGEMENT sacticn).

LY



D, Multitecal Troubdeshooting

Unacceplable Near Vision
i it haes bean determined that no chamga is mouired basad on the ower-
refraction, then edd +01.250 1o the sphencal power of the non-cominant sye.

Unacoeplable Distance Vision

i it haes bean determined that no chamga is mouired basad on the ower-

refraction, then make the changes s ated below:

= | the pafient s wearng two *LOWS ADD enses, changa tha dominant
gye 1o a 1-DAF ACUVUE® MOIST sphens lans with & power sgual to the
apherical equivalent distance preacripiion.

= | the pafient s wearing two *MID" ADD lerses, changs the ADD power in
the dioFrinent ee Lo e "LOW™ ADD pove.

= |f the pafient s wearing a "MID® ADD ens in the dominant eya and a
"H3EH" ADD lens In the non-Jominant eve, change the non-dominant ave
& WID® ADD lens and ackd +0.250 ko the dislance power.

E. Adaptation
Wisually demandng siustions should be avolded durng the inflal wearng
period, & patient may al frst experencea some mild blumed vision, dizzinass,
neadeches and a fesing of sigt Imbalance. You should expiain thea
ackapiational symptoma o the palient. Thees symploms rrey kst or g beal
minute or for seversl weeks. The longer these symploms persist. the poorer
fhe progroais tor succasal Acaptaion
To help in the adeptation prooess, thie patient can ba acised o fist usa the
iensas N & comfortable, familar emdronment sUch &5 In e homa.

Some patients teal that automoble diving parfomeance meay nol be optimal
during the edaptation procass. This I8 particulany e when diming et night
Befiore driving & maotor vehicke, It may be recommendcead that e patient be
a passanger first 1o make sure that helr vision B salslectony for operating
an automaobiie. During the firet sevenal weeks of wear fwihen adaplation is
ooouringl. & may be advisabie for the patient to only dive during optimal
driving condiions. Ater adapiatiion and success with these actidlies, the
patiant shouid be able bo die under other concdfions with caution,

All patients should be suppliad with & copy of the PATIENT

INSTRUCTION GLADE for thess lenses. Coples ane available for

dovwniload Bt WL CUNVLIS.COIML.



MONOVISION FITTING GUIDELINES

A, Patiant Salaction
1. Monoviskon Neads Assessment

Fior & good prognoss, The palient should heve adequalisly comected
distance and near visual acuity in each aya, The ambyopio patient or the
patiant with significant esigmalisrm joreater than 1.000) in one eye may not
b good candidata for monosison comaction with fhesa lenses,
Occupational and emimnmental visual damands shoukd be congidensd.

It the: patient recires criical vision (visual ooty and stereopeds), It ahoukd
b determined bry tial whethear tis patient can funciion edequately Wil
monaoutsion comection. Monmision contact lens wear may nol be optimeal
‘for ecitities such as:

= isualy demandng sbuslions such as operaling polentially dengesous
machinery of pariomming other potentialy haramous actiiies, and

+  Diming automobiies (e, diving &t night). Patiens who cannct mest
hedr slabe driver's Bosnes reqiesments with monovision comection
shouid be edvised o nob drive with this comecion, O may rRquie hat
addiional over-cormaction be presoribed.

2, Patiant Education

Al patiers do not unchion equaly well with monovision comeciion. Patients
miay not perform &S wel for certain tasks with this comection e they heve
'With speciacies. (multiocal, bifocal. triiocal, readers, progresaives). Each
patient should understand thal monovision, as well s other pressomic
alipmatves, can craats a vision compromisa that may educs visual acuky
and depth pancaption lor distance and near tasks. Theralore, caution
shond b axanosed whan the patient B wearng e oomction for he first
time Ll they are tamillar with e vision provided In visuslly chalenging
arionments (B.g., reading a menu in a dimty it restauant, driving at night
In rairyIogay condtions, Sic.h. During the fting process, | & necassary for
tha patient to malze e disacvantages as wall as the advantages of claar
near wision, and siraight ahead and upsward game that monovision contect
lensea provice



B. Eye Selection
1. Ocular Preferencs Determination Maethods

Ganaraly, the non-dominant eye is comecied for near vsion, The folowing

‘o mehods for eye dominance can be usad.

Method | Defermine which ey is Be “sighling eye.” Have the patlent
Point 10 an obiect &t the far end of the Fom. Cover one ave.
It the patient ks st painting directly at the object, the eve
beaing usad s ha dominam (sighiing) eye

Meinod 2  Daterming which ey will accept the added power wilh The
keast mduction invison, Place & hand-hald frial lens soual to
tha spectacke near ADD In fromt of ona eve and then e other
whilie the dislance refractive amor comecion i in plece for
boih eyes. Dweiemming whather the patiant functions bast with
the near ADD bans ouer the fight or lelt eye.

2. Othar Eys Salection Mathods
Other methods ncluds hie “Fisractive Bmor Method” end the “isusl
DCesmands hMemoa
Eafmciive Eror hethod

For anisometropic: comection, it k= generally bast to it the more pempic

(lass myop) aya for distance and the more myopk: (ess hypempic) aye
Tioi Near.

Msual Dervends haihod

Consder the patient's nooupation during the aye selacion process o
dehemine: The critical vision requiresmeents. T & palient's gaze for near 1asks
is wsualy in ona diection, comecd the aya on that sde for near.

Example: A secretary who piaces copy 10 the ket sioe of the desk wil
functicn beat wilh e neer lens on the kel eve.

C. Spacial Fitting Charactarstics
1. Unilateral Vision Comection

There are droumslances whane only one contact iens B requiced. A an
ENEMEHE, BN emmetropic patent would onily reguire & near lens. 'whereas
& bliaberal myope wolld require oomactve lenses on both eyes.



Examoies

A prastyopic ermmetopic patient who requines a +1, 750 ADD would
here 3 +1.750 lens on e neer sve and the ofer eye kel without
cormection,

A presoyapic palient Rauirng a +1.500 ADD who ks -2.500 myopic n
the right eye and -1.500 myopie In the el sye may have the righl eye
comected for distance and the lefl aye unoomacied for near.

Maar ADD Detenmination

Abways preacrbe The lens power fof the nesr eye Tak provides optmal
near acuity &t the midpaint of the patient's habitusl reading distance,
Hovaesesr, wihien e Than one powwer prosides oplimal reading
periommance, prescrie the last plus imost minus) of e powers.

Trial Lens Filting

& rial Titing i performed in the office ko allow the patient 1o expaence
monoyision coerecion. Lensas ane it acconding o the GENERAL
FTTING GLIDELINES fior bagse curve sskaction descibed in this
Fackaps Insert.

Case history and a sianderd dinical evaluation proceduns shoulkd be usaed
o catarming the prognoss, Detemmine the distanos comecion and tha
naar comaction. Mext, determine the near ADD. Wih frial lensas of the
proper powan in place, obeans the maction to this moda of comaction,

Alow the lenses 1o setile for about 20 minutas Wit the comact power
lenaes in place. Wel acroas; Mhe room and Fave the patient ook et

youl, Assees he patiant s raction to distanos vsion undar thesa
circumsianoas. Then heve the patient look &t farmiliar nesar objects auch
ae A wabch face or fingermals, Again assass the reaction. As the patien
coniinues to ook around the room &t bodn near and distance objects,
oosene the reactions. Only after thasa vision tests am complated, should
‘the patient be askad 1o raad print. Evaluate the patient's machion o lenge
peint a. 0., bypewritien copy) at first and then graduate to nevesprint and
Mnally smalier type sizas.

Afar The patient's peronmance undar the sbove condiions i compledad,

tests of vimual acuity and reading abiity under conaitions of modanaisly
ciim Bumination should be altampied



A inilial urdavorable response in Bha office, while indcatlve of & guandad

progross, shoukd not immediately nie out a mors exershe il uncer
the usual condlions in which a patient functions.

4. Adaplation
Wisualy damanding situations should be evoided Ouning he inftial wearnng
pariod. A patient may &l firs! eperience some mild biurmed vision,
dizzinass, haadachas, and a iesliing of sight imtalancs. You should
espein the acdapiafonsl eympeoms o the palient. These symploms may
last for a brisf minuls or for several weskes., The longer hese symploms
persial, ihe pooser the prognesis Tor successiul adaptation.

T hilp in the adaplabion process, the patient can be advised o first use
the lenses In & comfortable, amillar emvancnmeant such as inhe home.

Some patients fesl hat automobile diving perfonmance may not be
opdmal during the adaptation process. This s paricuary s whan
civing &1 nighl. Bedore driing & mctor veice, I may be eeommendad
that tha patiant be & pessengar frst o make sure that ther vision B
saflisactony for oparating an automobile. Dunng the first several weeks of
wear (when adaptation is coouming), it may be achvisabie for the patient to
onily cirive during optimal diving condiions. Afier edapistion and SLCCess
with these eclivities, the patient should be aike o dive undear ofier
condiions. with cawtion.

D. Other Suggestions

Tha sucoess of the monovison echnique may be further improved by haning
woUr patient follow The sugdesions below:

*  Hawe a hird contact lens idsiance power) B0 use when orilical
distance viewing is needed,

*  Hawve athird contact lens inear powed) 10 LS when cifical near
wigwing is naeded,

*  Have suppliementsl spactacias 1o wear over the monowision
contect lerees for apaciic visusl taske may Improve e success of
monovsion comection. This s particuleny eppilcabie for those patiants
o cannot meet stale diver's leensing redquinements with monouision
oormaction

= fiake usaof proper Iumingtion when camying oul visual 18sks.

Fi



Monouision THINg sucoess can be mproved by he folowing supgesfions:
*  Reverss the dstancs and near ayes if a patient is heving froubds
adaping.
* Hedna the kena powens T there 8 trouble wilh adapiaiion Aoct rsie
lens power ks criical Tor presityopic patiemts.
*  Emphasize the benelils of desr near vaion, and straight ahesd and
upward gaze with monowision,
The decision 1o it & palient with monoviskon comection |5 most sppooriately
lefl o the Eve Care Professional in conjunclion with the patient afler cansfully
oconskdering the patient's naeds.

Al patients should be supplied with a copy of the PATIENT
INSTRUCTION GLNDE for thasa lansas, Copias are availabie for
dovwniload Bt WL CUNVLIS.COIML.

PATIENT MANAGEMENT

+  Folow Ihe eooepted standard of cane in iting and folowing U with your
patier, a.g., Amencan Optometric Association standard of cana

®  Sohedule the sppropriats folioe-Up sxamination.

* Praferably al the foliow-up visils, lenses should hewe Dean wom fon at
laast 5x hours

*  Provide the patiant Wil a copy of The PETIENT INSTRUCTION GLIDE for
these lensas, which can ba found al www.acuoe,oom, BEVEW THESE
INSTRLCTIONS WITH THE PATIEMNT 50 THAT HE OR SHE CLEARLY
UMDERSTANDS THE PRESCRIBED WEARING AND REPLACEMENT
SCHEDULES.

WEARING SCHEDULE

Thi waarnng scheduls should be datermined by tha Eya Cana Professional
Reguier checkurs, as detammined by the Eve Care Prodessional, ere also
esdremely importent

Patiants tend i ower wear tha lensas intially. The Eye Cans Profassional shoulkd
empresize the impoiance of adhering 1o the inftial radmum weanng scheduie.
Maimium wearing tima should be determined by iha Eye Cam Polessional
based upan e patient’s phveological eve condtion, becauss iIndwdual
mspores o contact lersas vanes.



The: rrendimum eugested waarng imes for these lerses &

DAy HOURS

1 G-

2 810

3 10-12

4 17-14

Sand afer all wakdng haurs

REFLACEMENT SCHEDULE

Thesa lenses ar indicated for daily disposabia wear and should be discanded
upon rmoel.

When diaposed of afier a single dally use, thess lenaes may rduce the ek of
dsyEoping giant pepllany conjunctivins.!

Wher worm as & dally dsposabie ens, Iheee lenses may prosvde improved
coimiort for many patients who exparenos mid decomiont and fching
ess0ciated with allengies dunng conact lens waar, comparsd 1o lensas replaced
at intervals of grealer than 2 weeks,

ZArical ressanch has shown et whan worn on 2 dely disposabie basls, thase
lenaess miary prowice improved comifor for 2 out of 3 patients who reported
sutiaring from dscomion associated with allempies duning contact lens wear,

“Tha CLAD Jourral, July 10009, Wolume 25, Humbsaer 3

LENS CARE DIRECTIONS

The Eye Care Professional shoukd reviawy with patients that no cieaning or
disinfaction is needed with dally disposabia lenses, Patiants should ahwiys
disposa of kEnses whan ey are removed and have replacemant lenses o
spectacies evalahls.

For complats imommation concemming contact lans handing and cam, mafer io
e PATIENT INSTRLICTION GLIDE for thase knaed. Copies ane avalabie ko
chowTiced Bl wWLACLVUE. COm

Care for SUcking Non-Moving) Lensas

Diuring removal, i the lere sBicks 1o the eye, the palient should be instrucied
to apply a few dops of tha eoommended Lbrcating or rewstting solution
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diracity tor the ey and wail unitl the lens baeging bo move ey on the eye befone

remiowing it. i non-movamant of the lens contnues after 8 fow minuies, he
patient should immedialaly consul the Eye Care Professional.

EMERGENCIES

The patient should be infomed hal i chamicala of amy Kind housshold
pmducts, gamsening soluions, Bboratory chamicels, ic.) am splashad inke
he eyes, The palient should: ALLISH EYES IMMEDIATELY WITH TAP WATER
AND IMMVEDIATELY CONTACT THE EYE CARE PROFESSIONAL OR MSIT A
HOSATAL EMERGENCY ACORM WITHOUT DELAY.

HOW SUPPLIED

Each LV-abhaorbing aterlie ens & supplied in a fol-ssaled plastic package
conkaining bufard saling solulion with povidona, The plastio packages is marksd
wilh the: Tollowdng:
= 1-DAY ACUVUET MOIST: bass curve, powar, disrmeten lof numizer, and
Expiralion dake
s 1.08Y ACLUVUEY MOIST Tor ASTIGMATISM: Base clne, fower,
diarmeier, oylinder, aeds, ot number, and expiraiion data
= 1-DAY ACUAUE® MOIST MULTIFOGAL: bass curse, Dower, dametar,
ADD power, lof numter, and expiration date

REPORTING OF ADVERSE REACTIONS

Al sl Achere evpeniencoes and adverse reactions obsenved in patients
weening thasa keneas or sxpenenced with these lensas should be reportad o
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