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Statement of Compliance to protocol, GCP and applicable regulatory guidelines: 

This clinical trial will be conducted in compliance with ISO 141551, Declaration of Helsinki2, United States (US) 

Code of Federal Regulations (CFR)3, and International Council for Harmonization Good Clinical Practice E6(R2) 

(ICH GCP)4. 

Confidentiality Statement: 
This document contains confidential information, which should not be copied, referred to, released or published 

without written approval from Johnson & Johnson Vision Care, Inc. The information may not be disclosed to 

others except to the extent necessary to obtain Institutional Review Board/Independent Ethics Committee 

approval and informed consent, or as required by International, Federal and State Laws, as applicable. Persons to 

whom this information is disclosed must be informed that this information is privileged and confidential and that 

it should not be further disclosed without the written permission of Johnson & Johnson Vision Care, Inc. Any 

supplemental information that may be added to this document is also confidential and proprietary to Johnson & 

Johnson Vision Care, Inc. and must be kept in confidence in the same manner as the contents of this document. 
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PROTOCOL TITLE, NUMBER, VERSION AND DATE 

Protocol Title: Pilot Dispensing Study of Two Marketed Daily Disposable Multifocal Contact Lenses 

Protocol Number: CR-6612 

Version: 3.0 

Date: 17 July 2025 

 

 

 

SPONSOR NAME AND ADDRESS 

Johnson & Johnson Vision Care, Inc. (JJVC) 

7500 Centurion Parkway 
Jacksonville, FL 32256 

 

 

 

 

The Medical Monitor must be notified by the clinical institution/site by e-mail or telephone within 24 hours of 

learning of a Serious Adverse Event. The Medical Monitor may be contacted during business hours for adverse 

event questions. General study related questions should be directed towards the assigned clinical research 

associate. 

 

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

The signatures below constitute the approval of this protocol and the attachments and provide the necessary 

assurances that this trial will be conducted according to all stipulations of the protocol, including all statements 

regarding confidentiality, and according to local legal and regulatory requirements, ISO 141551, Declaration of 

Helsinki2, and the United States (US) Code of Federal Regulations (CFR)3, and International Council for 

Harmonization Good Clinical Practice E6(R2) (ICH GCP)4. 

 

 

 
Author & Study 
Responsible Clinician See Electronic Signature Report     

 DATE 
  

Clinical Operations 
Manager See Electronic Signature Report    

 DATE 

  

Biostatistician See Electronic Signature Report    

 DATE 

  

 
Data Management 

 
See Electronic Signature Report    

 DATE 

  

  

Medical Safety Officer See Electronic Signature Report   

 DATE 

  

Medical Monitor See Electronic Signature Report   

 DATE 

Platform Lead/Project 
Lead/Director See Electronic Signature Report     

 DATE 
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SYNOPSIS 

 

Protocol Title Pilot Dispensing Study of Two Marketed Daily Disposable Multifocal 

Contact Lenses 
Sponsor JJVC, 7500 Centurion Parkway, Jacksonville, FL 32256 

Clinical Phase  Clinical trial phase: Post Market 

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

Test Article(s) Test Lens: INFUSE® One Day Multifocal 
Control Lens: ACUVUE® OASYS MAX 1-Day Multifocal Contact Lens 

Wear and Replacement 

Schedules 

Wear Schedule: Daily wear 

Replacement Schedule: Daily disposable 

Objectives Primary Objectives: 

The primary objective of this study is to evaluate the Test lens compared 

to the Control lens after approximately 1-week of optimized lens wear with 

respect to high luminance high contrast binocular distance (4m), 

intermediate (64cm), and near (40cm) visual acuity. 

 

Secondary Objectives: 

Not Applicable 

Exploratory Objectives: 

Not Applicable 

Study Endpoints Co-Primary Efficacy Endpoints: 

1. Binocular High Luminance, High Contrast (HLHC) logMAR 

Visual Acuity at Distance (4 m) 
2. Binocular HLHC logMAR Visual Acuity at Intermediate (64 cm) 

3. Binocular HLHC logMAR Visual Acuity at Near (40 cm) 

 

Secondary Efficacy Endpoints: 

Not Applicable 

Exploratory Efficacy Endpoints: 

Not Applicable 

 

Safety Endpoint: 
Not Applicable. 

Study Design This is a 6-visit, single-masked, multi-site, 2×3 crossover, randomized-

controlled, dispensing clinical trial. Up to 70 subjects will be enrolled with 

the aim of approximately 60 subjects to complete. 

 

At the initial visit (Visit 1), if subjects meet all eligibility criteria, they will 

be randomized to one of two lens wear sequences (Test/Control/Control or 

Control/Test/Test) in a bilateral fashion. 

If the subject is dispensed study lenses at the initial visit, five additional 

visits will be conducted. The first follow-up visit (Visit 2) will be 3±1 

days after the initial visit. At Visit 2, subjects will undergo lens 

optimization, if necessary. Subjects will wear the study lenses for 7±1 

days and then return for their second follow-up at Visit 3. At Visit 3, 

subjects will be dispensed their second study lens, per the randomization 

schedule. Subjects will return for their follow-up visit in the second lens 

type (Visit 4) 3±1 days after Visit 3. It will be determined if the subject 
needs optimization and the lenses will be dispensed with subjects returning 

for their second follow-up visit 7±1 days after Visit 4. At Visit 5, subjects 
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 will be dispensed the same lens type as they wore into Visit 5 and wear the 

lens for an additional 7±1 days. The final visit will be the follow-up (Visit 

6). 
See the flow chart at the end of the synopsis table for the schematic of the 

study visits and procedures of main observations (Figure 1). 

Sample Size A total of approximately 70 subjects are targeted to complete. 

Approximately 60 subjects will be targeted for enrollment. There will be 

an attempt to recruit approximately equal number of hyperopes and 

myopes (i.e. 35 per group) into the study. 

Study Duration The study will last approximately 3 to 4 months. The total planned duration 

of individual participation will be up to 32 days. 

Anticipated Study Population Healthy male and female volunteers who are habitual soft contact lens 

wearers that have hyperopia or myopia and presbyopia will be screened as 

per criteria outlined below. The baseline procedures will occur after 

informed consent has been obtained. Subjects will have medical history 

recorded and baseline measurements completed to ensure eligibility. See 
the inclusion/exclusion criteria below for details on eligibility. 

Eligibility Criteria - Inclusion Potential subjects must satisfy all of the following criteria to be enrolled in 

the study: 

Inclusion Criteria following Screening: 

The subject must: 

 

1. Read, understand, and sign the STATEMENT OF INFORMED 

CONSENT and receive a fully executed copy of the form. 

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

this clinical protocol. 

3. Be at least 40 years of age and not greater than 70 years of age at 

the time of consent. 

4. Own a wearable pair of spectacles if required for their distance 

vision. 

5. Be an adapted soft contact lens wearer in both eyes (i.e. worn 

lenses a minimum of 2 days per week for at least 6 hours per wear 

day, for 30 days or more duration). 

6. Either already be wearing a presbyopic contact lens correction 

(e.g., reading spectacles over contact lenses, monovision or 

multifocal contact lenses, etc.) or if not respond positively to at 

least one symptom on the “Presbyopic Symptoms Questionnaire” 

(Appendix E). 

Inclusion Criteria at Baseline Evaluation: 

7. The subject’s distance spherical equivalent refraction must be in 

the range of +1.00 to +4.00 or -1.00 D to -4.00 D in each eye. 

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

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

+2.50 D. 
10. The subject must have distance best corrected visual acuity of 

20/20-3 or better in each eye. 
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Eligibility Criteria – Exclusion Potential subjects who meet any of the following criteria will be excluded 

from participating in the study: 

Exclusion Criteria following Screening: 

The subject must not: 

 

1. Be currently pregnant or lactating. 

2. Have any active or ongoing ocular or systemic allergies that may 

interfere with contact lens wear. 
3. Be diagnosed with diabetes. 

4. Have any active or ongoing systemic disease, autoimmune 

disease, or use of medication, which may interfere with contact 

lens wear. This may include, but not be limited to, 

hyperthyroidism, Sjögren’s syndrome, xerophthalmia, acne 

rosacea, Stevens-Johnson syndrome, and immunosuppressive 

diseases or any infectious diseases (e.g. hepatitis, tuberculosis). 

5. Have any previous, or planned, ocular or intraocular surgery (e.g. 

radial keratotomy, PRK, LASIK, lid procedures, 

dacryocystorhinostomy, peripheral iridotomy/iridectomy, 

cataract surgery, retinal surgery, etc.). 

6. Have a history of amblyopia, strabismus or binocular vision 

abnormality. 

7. Use of any of the following medications within 1 week prior to 

enrollment: oral retinoid, oral tetracyclines, anticholinergics, oral 

phenothiazines, oral/inhaled corticosteroids. See section 9.1 for 

further examples. 

8. Be currently using any ocular medications with the exception of 

rewetting drops. 

9. Have a history of herpetic keratitis. 

10. Have a history of irregular cornea. 

11. Have a history of pathological dry eye. 

12. Have participated in any contact lens or lens care product clinical 

trial within 7 days prior to study enrollment. 

13. Be an employee (e.g., Investigator, Coordinator, Technician) or 

immediate family member of an employee (including partner, 

child, parent, grandparent, grandchild, sibling of the employee or 

their spouse) of the clinical site. 

14. Have any known hypersensitivity or allergic reaction to non-

preserved rewetting drop solutions or sodium fluorescein. 

Exclusion Criteria at Baseline Evaluation: 

The subject must not: 

15. Have clinically significant (grade 3 or higher on the FDA grading 

scale) slit lamp findings (e.g., corneal edema, neovascularization 

or staining, tarsal abnormalities or bulbar injection) or other 

corneal or ocular disease or abnormalities that contraindicate 

contact lens wear or may otherwise compromise study endpoints 

(including entropion, ectropion, chalazia, recurrent styes, 

glaucoma, history of recurrent corneal erosions, aphakia, 

moderate or above corneal distortion, herpetic keratitis). 

16. Have any current ocular infection or inflammation. 

Disallowed 

Medications/Interventions 

No ocular medications are allowed with the exception of rewetting drops. 

See section 9.1 for details regarding disallowed systemic medications. 
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Microbiology or Other 

Laboratory Testing 

None 

Study Termination The occurrence of an Unanticipated Adverse Device Effect (UADE), 

Unanticipated Serious Adverse Device Effect (USADE), or Serious 

Adverse Event (SAE) for which a causal relationship to a test article cannot 

be ruled out, may result in stopping further dispensing of the 

investigational product. In the event of a UADE or SAE, the Sponsor 

Medical Monitor may unmask the treatment regimen of subject(s) and may 
discuss this with the Principal Investigator before any further subjects are 

enrolled. 

Ancillary Supplies/ Study-

Specific Materials 

Non-Preserved Rewetting drops, lens cases, glass vials, saline, ETDRS 

light cabinet, 4 M logMAR charts, and Near logMAR charts. 

Principal Investigator(s) and 

Study Institution(s)/Site(s) 

A full list of Principal Investigators, clinical sites, and institutions is kept 

separately from the Study Protocol and is included in the study Trial 

Master File. 

External Organization(s) The external organization(s) involved in this study will be listed in the 

Trial Master File. 
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COMMONLY USED ABBREVIATIONS, ACRONYMS AND DEFINITIONS OF TERMS 

 
Add Near addition; the additional power required for near vision correction 

ADE Adverse Device Effect 

ADHD Attention Deficit Hyperactivity Disorder 

AE Adverse Event/Adverse Experience 

BSCVA Best Spectacle Corrected Visual Acuity 

CFR Code of Federal Regulations 

CI Confidence Interval 

CLUE Contact Lens User Experience 

COM Clinical Operations Manager 
CRA Clinical Research Associate 

CRF Case Report Form 

CRO Contract Research Organization 

  
D Diopter 

DMC Data Monitoring Committee 
eCRF Electronic Case Report Form 

EDC Electronic Data Capture 

ETDRS Early Treatment Diabetic Retinopathy Study 

FDA Food and Drug Administration 

GCP Good Clinical Practice 

HEV High Energy Visible 
HIPAA Health Insurance Portability and Accountability Act 

HIV Human Immunodeficiency Virus 

HLHC High Luminance High Contrast 

IB Investigator’s Brochure 

ICH The International Council for Harmonization 
IEC Independent Ethics Committee 

IRB Institutional Review Board 

ISO International Organization for Standardization 

ITT Intention-to-Treat 

JJVC Johnson & Johnson Vision Care, Inc. 

LASIK Laser-Assisted in Situ Keratomileusis 
LogMAR Logarithm of Minimal Angle of Resolution 

OD Right Eye 

OS Left Eye 

OU Both Eyes 

PIG Patient Instruction Guide 

PQC Product Quality Complaint 
PRK Photorefractive Keratectomy 

PRO Patient Reported Outcome 

QA Quality Assurance 

SAE Serious Adverse Event/Serious Adverse Experience 

SAS Statistical Analysis System 

SD Standard Deviation 
UADE Unanticipated Adverse Device Effect 

USADE Unanticipated Serious Adverse Device Effect 

UV Ultraviolet 

VA Visual Acuity 
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1. INTRODUCTION AND BACKGROUND 

Recently Johnson & Johnson Vision Care launched ACUVUE® OASYS MAX 1-Day Multifocal Contact Lens. 

In a similar time frame Bausch + Lomb introduced INFUSE® One Day Multifocal in the United States. The 

primary purpose of this study is to benchmark the performance of these two marketed products with regard to 

their measured logMAR visual acuity. 

 

1.1. Name and Descriptions of Investigational Products 

The study lenses (Test & Control) are marketed products. The Test lens is INFUSE® One Day Multifocal and 

the control is ACUVUE® OASYS MAX 1-Day Multifocal Contact Lens. Further details about the test articles 

can be found in section 6 of this protocol. 
 

 

 

 

 

 

 

 

 

 

2. STUDY OBJECTIVES, ENDPOINTS AND HYPOTHESES 

2.1. Objectives 

Primary Objectives: 

The primary objective of this study is to evaluate the Test lens compared to the Control lens after approximately 

1-week of optimized lens wear with respect to high luminance high contrast binocular distance (4m), intermediate 

(64cm), and near (40cm) visual acuity. 

Secondary Objectives: 

Not Applicable 

Exploratory Objectives: 

Not Applicable 
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2.2. Endpoints 

Efficacy Endpoints 

Co-Primary Efficacy Endpoints 

High Luminance, High Contrast (HLHC) Binocular logMAR Visual Acuity 

Visual acuity after approximately 1-week in the optimized lens pair under HLHC illuminance conditions will be 

evaluated at three different distances. At distance (4 meters), VA will be assessed using ETDRS Charts, while 

near (40 cm) and intermediate (64 cm) assessments will be made using reduced Guillon-Poling charts. The 

logMAR visual acuity scores at each distance are continuous co-primary endpoints. 

 

Additional visual acuity will be measured using high and low contrast charts in bright illuminance conditions. 

Visual acuity will also be measured using high contrast charts in dim illuminance conditions (created using 

 

Secondary Efficacy Endpoints 

Not Applicable. 

 

Exploratory Efficacy Endpoints 

Not Applicable. 

 

Safety Endpoints 

Not applicable. 

 

2.3. Hypotheses 

 

Co-Primary Hypotheses 

1. After approximately 1-week of wear in the optimized lenses, the distance, binocular, high luminance, 

high contrast visual performance of the Test lens will be statistically non-inferior compared to the 

Control lens. A non-inferiority margin of 0.05 logMAR will be used. 

 

2. After approximately 1-week of wear in the optimized lenses, the intermediate, binocular, high 

luminance, high contrast visual performance of the Test lens will be statistically non-inferior compared 

to the Control lens. A non-inferiority margin of 0.05 logMAR will be used. 

3. After approximately 1-week of wear in the optimized lenses, the near, binocular, high luminance, high 

contrast visual performance of the Test lens will be statistically non-inferior compared to the Control 

lens. A non-inferiority margin of 0.05 logMAR will be used. 

 

2.4. Criteria of Study Success 

The Test lens must demonstrate statistically significant non-inferiority relative to that of the Control lens, with 

respect to binocular HLHC logMAR VA at distance, intermediate, and near to satisfy the primary objective of 

the study. 

 

 

3. TARGETED STUDY POPULATION 

3.1. General Characteristics 

Healthy male and female subjects who are habitual soft contact lens wearers will be recruited. Subjects will be 

at least 40 years of age and not older than 70 years of age. Subjects enrolled in this study will be myopic or 

hyperopic and have presbyopia. 

goggles). 
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3.2. Inclusion Criteria 

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

Inclusion Criteria following Screening 

The subject must: 

1. Read, understand, and sign the STATEMENT OF INFORMED CONSENT and receive a fully executed 

copy of the form. 

2. Appear able and willing to adhere to the instructions set forth in this clinical protocol. 
3. Be at least 40 years of age and not greater than 70 years of age at the time of consent. 

4. Own a wearable pair of spectacles if required for their distance vision. 

5. Be an adapted soft contact lens wearer in both eyes (i.e. worn lenses a minimum of 2 days per week for 

at least 6 hours per wear day, for 30 days or more duration). 

6. Either already be wearing a presbyopic contact lens correction (e.g., reading spectacles over contact 

lenses, monovision or multifocal contact lenses, etc.) or if not respond positively to at least one symptom 

on the “Presbyopic Symptoms Questionnaire” (Appendix E). 

 

 

Inclusion Criteria at Baseline: 

7. The subject’s distance spherical equivalent refraction must be in the range of +1.00 to +4.00 or -1.00 D 

to -4.00 D in each eye. 
8. The subject’s refractive cylinder must be ≤0.75 D in each eye. 

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

10. The subject must have distance best corrected visual acuity of 20/20-3 or better in each eye. 

 

3.3. Exclusion Criteria 

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

Exclusion Criteria following Screening 

The subject must not: 

 

1. Be currently pregnant or lactating. 

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

3. Have been diagnosed with diabetes. 

4. Have any active or ongoing systemic disease, autoimmune disease, or use of medication, which may 

interfere with contact lens wear. This includes, but not be limited to, hyperthyroidism, Sjögren’s 

syndrome, xerophthalmia, acne rosacea, Stevens-Johnson syndrome, and immunosuppressive diseases 

or any infectious diseases (e.g. hepatitis, tuberculosis). 

5. Have any previous, or planned, ocular or intraocular surgery (e.g. radial keratotomy, PRK, LASIK, lid 

procedures, dacryocystorhinostomy, peripheral iridotomy/iridectomy, cataract surgery, retinal surgery, 

etc.). 
6. Have a history of amblyopia, strabismus or binocular vision abnormality. 

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

tetracyclines, anticholinergics, oral phenothiazines, oral/inhaled corticosteroids. See section 9.1 for 

further examples. 
8. Be currently using any ocular medications with the exception of rewetting drops. 

9. Have a history of herpetic keratitis. 

10. Have a history of irregular cornea. 

11. Have a history of pathological dry eye. 

12. Have participated in any contact lens or lens care product clinical trial within 7 days prior to study 

enrollment. 

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

employee (including partner, child, parent, grandparent, grandchild, sibling of the employee or their 

spouse) of the clinical site. 

14. Have any known hypersensitivity or allergic reaction to non-preserved rewetting drop solutions or 

sodium fluorescein. 
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Exclusion Criteria at Baseline: 

The subject must not: 

 

15. Have clinically significant (grade 3 or higher on the FDA grading scale) slit lamp findings (e.g., corneal 

edema, neovascularization or staining, tarsal abnormalities or bulbar injection) or other corneal or ocular 

disease or abnormalities that contraindicate contact lens wear or may otherwise compromise study 

endpoints (including entropion, ectropion, chalazia, recurrent styes, glaucoma, history of recurrent 

corneal erosions, aphakia, moderate or above corneal distortion, herpetic keratitis). 

16. Have any current ocular infection or inflammation. 

 

 

 

 

 

 

 

4. STUDY DESIGN AND RATIONALE 

4.1. Description of Study Design 

 

This is a 6-visit, single-masked, multi-site, 2×3 crossover, randomized-controlled, dispensing clinical trial. A 

total of approximately 70 eligible subjects will be enrolled with 60 subjects targeted to complete. 

 

At the initial visit (Visit 1), if subjects meet all eligibility criteria, they will be randomized to one of two lens wear 

sequences (Test/Control/Control or Control/Test/Test) in a bilateral fashion. 

If the subject is dispensed study lenses at the initial visit, five additional visits will be conducted. The first follow-

up visit (Visit 2) will be 3±1 days after the initial visit. At Visit 2, subjects will undergo lens optimization, if 

necessary. Subjects will wear the study lenses for 7±1 days and then return for their second follow-up at Visit 3. 

At Visit 3, subjects will be dispensed their second study lens, per the randomization schedule. Subjects will return 

for their follow-up visit in the second lens type (Visit 4) 3±1 days after Visit 3. It will be determined if the subject 

needs optimization and the lenses will be dispensed with subjects returning for their second follow-up visit 7±1 

days after Visit 4. At Visit 5, subjects will be dispensed the same lens type as they wore into Visit 5 and wear the 

lenses for an additional 7±1 days. The final visit will be the follow-up (Visit 6). 

 

Subjects will be advised to wear the study lenses every day while they are in the study for a minimum of 6 hours 

per day. The study lenses will be replaced at the optimization visits. In addition, lost or damaged lenses may be 

replaced when necessary. Unscheduled visit may be conducted. 
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4.3. Enrollment Target and Study Duration 

 

There will be 6 visits in total per subject; total study duration including the enrollment period is expected to be 

approximately 3-4 months. The total planned duration for each subject will be approximately 32 days. The 

investigation will end at the time when all visits have been completed for all enrolled subjects and the final 

database has been locked. 

 

This study will have an enrollment target of 70 subjects, with a target of at least 60 to complete. There will be an 

attempt to recruit approximately equal number of hyperopes and myopes (i.e. 35 per group) into the study. The 

study will be conducted at up to 7 clinical sites, where the enrollment target for each site will be approximately 

10 subjects. A full list of Principal Investigators, clinical sites, and institutions is kept separately from the Study 

Protocol and is included in the study Trial Master File. Subjects will be considered enrolled upon signing of the 

Informed Consent Form. 

 

The enrollment is open to any sex, race or ethnicity. In addition, subjects must have myopia or hyperopia and 

presbyopia which is representative of the population that these lenses are used in. 

 

 

5. TEST ARTICLE ALLOCATION AND MASKING 
 

 

 

 

 
5.2. Masking 

Masking will be used to reduce potential bias. This is a single-masked study. Subjects will be unaware of the 

identity of the investigational product. However, subjects may observe noticeable differences between study 

lenses, every effort will be made to maintain the masking. Investigators and clinical site personnel involved in 

the data collection will not be masked to the identity of the investigational products as they will need to be aware 
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of the product in order to use the appropriate fitting guides and the test and control lenses may perform differently 

under monocular visual acuity testing conditions due to the optical designs. 

 

 

5.3. Procedures for Maintaining and Breaking the Masking 

The masking of the subject shall not be broken unless information concerning the lens type is necessary for the 

medical treatment of a subject. For example, if the subject is being evaluated by medical personnel not associated 

with the study and it is determined that knowing the type of lens and/or fitting approach they are using during the 

study would benefit the care of the subject. The Sponsor must be notified before the mask is broken. 

 

 

6. STUDY INTERVENTION 

6.1. Identity of Test Articles 

The following contact lenses will be used in this study: 

 

Table 1: Test Articles 
 

 Test Control 

Name INFUSE® One Day Multifocal/ 

INFUSE® One Day Sphere Lenses 

ACUVUE® OASYS 1-Day MAX 

MULTIFOCAL/ ACUVUE® OASYS 
1-Day MAX Sphere Contact Lenses 

Manufacturer Bausch + Lomb Johnson & Johnson® Vision Care, Inc. 

       
  

 

Lens Material kalifilcon A senofilcon A(C3) with RTY-1 

chromophore 
Nominal Base Curve 8.6 mm 8.4 mm/8.5(sphere) 

Nominal Diameter 14.2 mm 14.3 mm 

Nominal Distance Powers (D) -0.50 D to -4.25 D (0.25 D steps) 
+0.75 D to +4.50 D (0.25 D steps) 

-0.50 D to -4.25 D (0.25 D steps) 
+0.75 D to +4.50 D (0.25 D steps) 

Nominal ADD Powers (D) LOW, HIGH LOW, MID, HIGH 

Water Content 55% 38% 

Center Thickness Varies with power Varies with power 

Dk (Fatt method, boundary 

corrected, edge corrected, ×10- 
11 [cm2 /sec] [ml O2/ml × mm 

Hg] at 35°C) 

107 103 

Wear Schedule in Current 

Study 

Daily Wear Daily Wear 

Replacement Frequency Daily disposable Daily disposable 

Packaging Form (vial, blister, 

etc.) 

Blister Blister 

 

Each subject will wear approximately 40 lenses over approximately 20 days with nominally half off the subjects 

repeating lens wear, in the test or control, for another 7 days resulting in 14 additional lenses. Therefore, a subject 

will wear approximately 54 lenses. For 70 subjects enrolled approximately 3,780 lenses will be used. 

 

6.2. Ancillary Supplies/Products 

The following solutions will be used in this study: 
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Table 2: Ancillary Supplies 
 

 Single-Use Preservative-Free Rewetting Solutions (any of these three 

options may be supplied) 

Solution 

Name/Description 

Eye-Cept® 

Rewetting Drops 

ScleralFil® 
Preservative Free 

Saline Solution 

LacriPure Saline Solution 

Manufacturer Optics Laboratory B&L Menicon 

Preservative Non-Preserved Non-preserved Non-preserved 

 

Fluorescein strips (either 0.6 mg or 1.0 mg) will be supplied for use as needed. 

 

6.3. Administration of Test Articles 

Test articles will be dispensed to subjects meeting all eligibility requirements, including any dispensing 

requirements set forth in this clinical protocol. Subjects will be dispensed an adequate supply of test articles to 

complete the study. Lost or damaged test articles may be replaced at the discretion of the investigator and/or the 

sponsor. 
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8. SUBJECTS COMPLETION/WITHDRAWAL 

8.1. Completion Criteria 

Subjects are considered to have completed the study if they: 

• provided informed consent. 

• they are eligible. 
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• have not withdrawn/discontinued from the study for any reason described in section 8.2. 

• completed all visits through the final visit (visit 6). 

• If all visits were completed but an additional visit is considered necessary for subject care, follow the 

requirements for unscheduled visits in section 7.3. 

 

8.2. Withdrawal/Discontinuation from the Study 

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

• Subject withdrawal of consent. 

• Subject not compliant to protocol resulting in a major protocol deviation that is deemed to impact data 

integrity or safety. 

• Subject lost to follow-up. 

• Subject no longer meets eligibility criteria (e.g. the subject becomes pregnant). 

• Subject develops significant or serious adverse events necessitating discontinuation of study lens wear 

(subject misses more than 2 days of lens wear). 

• Subjects who have experienced a Corneal Infiltrative Event (CIE). 

• Investigator’s clinical judgment regarding the subject safety reasons (that it is in the best interest of the 

subject to stop treatment). 

• Subject not compliant with study lens wear schedule (i.e. misses more than 2 days of lens wear between 

follow-up visits). 

• Subject not successfully dispensed due to lack of efficacy and safety including poor vision, poor comfort 
or unacceptable fit. 

 

For discontinued subjects, the Investigator will: 

• Complete the current visit (scheduled or unscheduled). 

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

• Record the spherocylindrical refraction with best corrected distance visual acuity. 

• Collect used test article(s) (worn or brought to the visit) from the subject and discard them, unless 

otherwise stated in section 7.2. 

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

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

If subjects are prematurely discontinued, subject enrollment will continue to meet the intended sample size. 

Subjects who are discontinued will be replaced. 

In cases where a subject is lost to follow-up, every possible effort must be made to contact the subject and 

determine the reason for discontinuation/withdrawal. The measures taken to follow up must be documented 

including two written attempts and a certified letter (or equivalent) as the final attempt. 

 

 

9. PRE-STUDY AND CONCOMITANT INTERVENTION/MEDICATION 

Concomitant medications will be documented during screening and updated during the study. Disallowed 

medications and therapies are medications or therapies that contraindicate contact lens wear. See the Exclusion 

criteria for specific details as well as Table 4 below. 

 

 

9.1. Systemic Medications 

 

Certain systemic medications are known to have a higher likelihood to interfere with contact lens wear, chiefly 

by disrupting the tear film. 

A summary of disallowed systemic medications is shown in Table 4. Subjects with a history of taking these 

medications will be allowed to enroll only if: 
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• The subject was taking the medication on a temporary basis and ceased taking that medication at least 1 

week prior to signing the informed consent (this is considered sufficient time for the medication to have 

left the body prior to enrollment). 

 

Table 4: Disallowed systemic medications 

 

Class of Drug Common Indication(s) Common Examples 

Anticholinergics Irritable bowel syndrome, Parkinson’s 

disease, peptic ulcer, cystitis, nasal 

congestion, cold symptoms, overactive 

bladder, COPD 

Bentyl, Spiriva, Atrovent, Hyosyne, 

Levsin, Symax Fastab, Symax SL, Homax 

SL, Cogentin, Transderm Scop, etc., … 

Oral Phenothiazines Antipsychotic disorders (schizophrenia, 

mania) 

Compazine, Mellarill, Thorazine, 

Phenagran, etc.… 

Oral Retinoids Cystic acne Isotretinoin 

Corticosteroids Arthritis, colitis, asthma, bronchitis, allergic 

or inflammatory conditions 

Cortisone, Prednisone, Hydrocortisone, 

Medrol, Kenalog etc., … 

Oral Tetracycline Urinary Tract Infection, acne, chlamydia, 

gonorrhea 

Sumcyin, Acitsite, Achromycin V, etc. 

 

 

10. DEVIATIONS FROM THE PROTOCOL 

Investigators shall not deviate from the protocol. Investigator will notify study sponsor upon identification of a 

protocol deviation. Protocol deviations must be reported to the sponsor within 24 hours after discovery of the 

protocol deviation. The Investigator will report deviations per IRB/IEC requirements. All deviations will be 

tracked, and corrective actions implemented as appropriate. 

 

If it becomes necessary for the Investigator to implement a deviation in order to eliminate an immediate hazard 

to the trial subject, the Investigator may implement the deviation immediately without notification to the sponsor. 

Within 24 hours after the implemented deviation, the Investigator must notify and provide the rationale to the 

Sponsor and, as required, to the IEC/IRB. 

 

If the deviation potentially impacts the safety of subject or changes the technical integrity of the study, then it 

must be reported to IEC/IRB. This is a "Major Deviation". Deviations that contradict the information contained 

in the Informed Consent/Assent forms will be considered Major Deviations. 

 

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

logistical in nature. 

 

Protocol waivers are prohibited. 

 

Table 5 lists examples of deviatoins that will constitute major and minor protocol deviations for this study. 
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Table 5: Examples of major and minor protocol deviations 

 

Deviation category Major deviation Minor deviation 

Out-of-window visit Visit attended more than 2 days out 

of visit window defined in study 

procedures 

Visit attended 2 or fewer days out 

of visit window defined in study 

procedures 

Unanswered PRO questions For questionnaires where data is 

related to a primary or secondary 

endpoint, more than 2 PRO 

questions are unanswered (i.e., left 

blank). 

For questionnaires where data is 

related to a primary or secondary 

endpoint, 2 or fewer PRO 

questions are unanswered (i.e., left 

blank). 

For questionnaires where data is 

not related to a primary or 

secondary endpoint, any PRO 

questions are unanswered (i.e., left 

blank). 

Insufficient wear of study lenses Subject does not wear study lenses 

for more than 2 days during study 

lens wear period. 

Subject does not wear study lenses 

for 2 or fewer days during study 

lens wear period. 

 

 

In the case of a major protocol deviation, the decision of whether or not the subject will be excluded from the Per-

Protocol analysis population will be made at the time of cohort review. The list of major deviations with potential 

impact on the primary endpoint(s) will be flagged separately and used to define the per protocol population. 

 

 

11. STUDY TERMINATION 

The occurrence of one or more Unanticipated Serious Adverse Device Effect (USADE), or any SAE where the 

relationship to study agent cannot be ruled out, may result in stopping further dispensing of test article. In the 

event of a USADE or SAE, the Sponsor may unmask the treatment regimen for the subject(s) and will discuss 

this with the Investigator before any further subjects are enrolled. 

 

The Sponsor will determine when a study will be stopped. The Principal Investigator always has the discretion to 

initiate stopping the study based on subject safety or if information indicates the study’s results are compromised. 

 

JJVC reserves the right to terminate the study at any time for any reason and will follow the internal applicable 

quality review process and will notify the IEC/IRB. Additionally, the IEC/IRB reserves the right to terminate the 

study if an unreasonable risk is determined. The study can be terminated by the Principal Investigator at the 

individual clinical site due to specific clinical observations, if in their opinion, after a discussion with JJVC, it is 

determined that it would be unwise to continue at the clinical site. 

 

JJVC (and the IEC/IRB and DMC, if applicable) will evaluate all adverse events. If it is determined that an adverse 

event presents an unreasonable risk, the investigation, or that part of the investigation presenting the risk, will be 

terminated as soon as possible. 

 

Should the study be terminated (either prematurely or as scheduled), the Investigator will notify the IEC/IRB and 

Regulatory Authority as required by local regulatory requirements. 
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Sponsor may disqualify a clinical investigator if the clinical investigator has repeatedly or deliberately failed to 

comply with the protocol, applicable regulatory requirements, or deliberately submitted false information. 

 

 

12. PROCEDURE FOR HANDLING PRODUCT QUALITY COMPLAINTS 

A Product Quality Complaint (PQC) refers to any written, electronic, or oral communication that alleges 

deficiencies related to the identity, quality, durability, reliability, safety, effectiveness or performance of test 

articles after they have been released for clinical trial use. 

 

Potential complaints may come from a variety of sources including but not limited to subjects, clinical research 

associates (CRA), clinical operations managers (COM), medical monitors, and site personnel, etc. The following 

are not considered product quality complaints: 

• Subject satisfaction inquiries reported via “Subjective Questionnaires” and “Patient Reported Outcomes 
(PRO).” 

• Clinical test articles that are stored improperly or damaged after receipt at the investigational site. 

• Lens replacements that occur due to drops/fall-outs. 

• Damage deemed by clinicians or clinical staff caused by handling by the user, and not indicative of a 

quality deficiency (i.e. tears, rips, etc.), only in situations where there is no deficiency alleged by the 

subject. 

Within 24 hours of site personnel becoming aware that a PQC has occurred, the PQC must be recorded in the 

EDC system, which will trigger an automatic email notification to the appropriate COM/CRA and Clinical QA 

representative. In cases where the EDC system in use is not configured to send automatic notifications or when 

an EDC system is not used, the COM/CRA is responsible for notifying Clinical QA upon discovery that a PQC 

has occurred. 

 

Upon receipt of the EDC notification, the COM/CRA will contact the study site to collect additional information 

which will include: 

• Date the complaint was received/recorded in the EDC System (Date of Sponsor Awareness). 

• Who received the complaint. 

• Study number. 

• Clinical site information (contact name, site ID, telephone number). 

• Lot number(s). 

• Unique Subject Identifier(s). 

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

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

• Any related AE number if applicable. 

• Detailed complaint description (scheduled/unscheduled visit, wear time, symptoms, resolution of 

symptoms, etc.). 

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

• Confirmation of product availability for return (and tracking information, if available), or rationale if 

product is not available for return 

 

Once a complaint is received, it will be assessed by the COM, CRA, or trained site personnel to determine if it is 

an Adverse Event/Serious Adverse Event (AE/SAE). If the complaint results in an AE/SAE, the COM/CRA, or 

trained site personnel will follow section 13 of this protocol. If the AE/SAE was potentially the result of a product 

quality related deficiency, these procedures also apply and will be executed in parallel. 

 

In some cases, a PQC form may be generated in EDC by the site in error. In this event, the PQC forms will be 

marked “Intentionally Left Blank” or “ILB”. Justification for ILB must be documented. 
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13. ADVERSE EVENTS 

13.1. Definitions and Classifications 

Adverse Event (AE) – An AE is “any untoward medical occurrence, unintended disease or injury, or untoward 

clinical signs (including abnormal laboratory findings) in subjects, users or other persons, whether or not related 

to the investigational medical device and whether anticipated or unanticipated.” 

NOTE: This definition includes events related to the investigational medical device or the comparator, 

and to the procedures involved. For users or other persons, this definition is restricted to events related to 

investigational medical devices.1 

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

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

2. Was present prior to the study but worsened during the study. This would include any condition resulting 

from concomitant illnesses, reactions to concomitant medications, or progression of disease states. 

NOTE: Pregnancy must be documented as an adverse event and must be reported to the clinical monitor 

and to the Sponsor immediately upon learning of the event. 

 

Serious Adverse Event (SAE) – An SAE is any adverse event that led to any of the following: 

• Death 

• Serious deterioration in the health of the subject that resulted in any of the following: 

o Life-threatening illness or injury 

o Permanent or persistent impairment of a body structure or a body function 

o Hospitalization or prolongation of patient hospitalization 
o Medical or surgical intervention to prevent life-threatening illness or injury or permanent 

impairment to a body structure or a body function. 

o Chronic disease 

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

 

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

• Microbial Keratitis (MK) 

• Iritis (including cells in the anterior chamber) 

• Permanent decrease in best spectacle corrected visual acuity equivalent to 2 acuity lines or greater 

• Central Corneal Opacity 

• Central Corneal Neovascularization 

• Uveitis 

• Endophthalmitis 

• Hypopyon 

• Hyphemia 

• Penetration of Bowman’s Membrane 

• Persistent Epithelial Defect 

• Limbal cell Damage leading to Conjunctivalization 

 

Significant Adverse Events – are defined as events that are symptomatic and warrant discontinuation (temporary 

or permanent) of the contact lens wear 

 

Diagnoses and conditions that are considered Ocular Significant Adverse Events include, but not limited to the 

following: 

• Contact Lens Induced Peripheral Ulcer (CLPU) 

• Significant Infiltrative Events (SIE) 

• Superior Epithelial Arcuate Lesions (SEALs) 

• Any Temporary Loss of > 2 Lines of BSCVA 

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

• Non-contact lens related corneal events - e.g. Epidemic Keratoconjunctivitis (EKC) 

• Asymptomatic Corneal Scar 



CR-6612, v 3.0 JJVC CONFIDENTIAL 

Page 53 of 176 

 

Clinical Study Protocol 

Johnson & Johnson Vision Care, Inc. 

 

• Any corneal event which necessitates temporary lens discontinuation > 2 weeks 

 

Non-Significant Adverse Events – are defined as those events that are usually asymptomatic and usually do not 

warrant discontinuation of contact lens wear but may cause a reduction in wear time. However, the Investigator 

may choose to prescribe treatment as a precautionary measure. 

Diagnoses and conditions that are considered Ocular Non-Significant Adverse Events include, but not limited to 

the following: 

• Non-significant Infiltrative Event (NSIE) 

• Contact Lens Papillary Conjunctivitis (CLPC) 

• Superficial Punctate Keratitis (SPK) 

• Conjunctivitis: Bacterial, Viral, Allergic 

• Blepharitis 

• Meibomianitis 

• Contact Dermatitis 

• Localized Allergic Reactions 

• Hordeolum 

• Any corneal event not explicitly defined as serious or significant adverse event, which necessitates 

temporary lens discontinuation < 2 weeks 

Adverse Device Effect (ADE) – An ADE is an “adverse event related to the use of an investigational medical 

device.” 
NOTE 1: This definition includes adverse events resulting from insufficient or inadequate instructions for use, deployment, implantation, 

installation, or operation, or any malfunction of the investigational medical device. 

NOTE 2: This definition includes any event resulting from use error or from intentional misuse of the investigational medical device. 

NOTE 3: This includes ‘comparator’ if the comparator is a medical device. 

 

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

characteristic of a serious adverse event. 

 

Unanticipated Serious Adverse Device Effect (USADE): serious adverse device effect (SADE) which by its 

nature, incidence, severity or outcome has not been identified in the current risk assessment. [USADE is 

synonymous with UADE below from the United States (US) Code of Federal Regulations (CFR)3.] 
NOTE 1: Anticipated serious adverse device effect (ASADE) is an effect which by its nature, incidence, severity or outcome has been 
identified in the risk assessment. 

 

Unanticipated Adverse Device Effect (UADE) – A UADE is any serious adverse effect on health or safety or 

any life-threatening problem or death caused by, or associated with, the test article, if that effect, problem, or 

death was not previously identified in nature, severity, or degree of incidence in the investigational plan, 

Investigator’s Brochure or protocol, or any other unanticipated serious problem associated with the test article 

that relates to the rights, safety and welfare of subjects. [UADE is synonymous with USADE above from ISO 

141551.] 

 

13.2. Assessing Adverse Events 

In conjunction with the medical monitor, the Investigator will evaluate adverse events to ensure the events are 

categorized correctly. Elements of categorization will include: 

• Seriousness/Classifications (see definition in section 13.1). 

• Causality or Relatedness – i.e. the relationship between the test article, study treatment or study 

procedures and the adverse event (not related, unlikely related, possibly related, or related - see definition 

in this section). 

• Adverse Event Severity – Adverse event severity is used to assess the degree of intensity of the adverse 

event (mild, moderate, or severe - see definition in this section). 

• Outcome – not recovered or not resolved, recovering or resolving, recovered or resolved with sequelae, 

recovered or resolved, death related to adverse event, or unknown. 

• Actions Taken – none, temporarily discontinued, permanently discontinued, or other. 
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Causality Assessment 

Causality Assessment – A determination of the relationship between an adverse event and the test article, study 

treatment, or the study procedures. The test article, study treatment, or study procedures relationship for each 

adverse event should be determined by the investigator using these explanations: 

• Not Related- An adverse event that is not related to the use of the test article, study treatment, or study 

procedures. 

• Unlikely Related – An adverse event for which an alternative explanation is more likely, e.g. concomitant 

treatment, concomitant disease(s), or the relationship of time suggests that a causal relationship is not 

likely. 

• Possibly Related – An adverse event that might be due to the use of the test article, or to the study 

treatment or study procedures. An alternative explanation, e.g. concomitant treatment, concomitant 

disease(s), is inconclusive. The relationship in time is reasonable. Therefore, the causal relationship 

cannot be excluded. 

• Related – An adverse event that is listed as a possible adverse effect (device) or adverse reaction (drug) 

and cannot be reasonably explained by an alternative explanation, e.g. concomitant treatment of 

concomitant disease(s). The relationship in time is very suggestive, e.g. it is confirmed by de-challenge 

and re-challenge. 

 

Severity Assessment 

Severity Assessment – A qualitative assessment of the degree of intensity of an adverse event as determined by 

the Investigator or reported to him/her by the subject. The assessment of severity is made irrespective of test 

article, study treatment or study procedure relationship or seriousness of the event and should be evaluated 

according to the following scale: 

• Mild – Event is noticeable to the subject but is easily tolerated and does not interfere with the subject’s 

daily activities. 

• Moderate – Event is bothersome, possible requiring additional therapy, and may interfere with the 

subject’s daily activities. 

• Severe – Event is intolerable, necessitates additional therapy or alteration of therapy and interferes with 

the subject’s daily activities. 

 

13.3. Documentation and Follow-Up of Adverse Events 

The recording and documenting of adverse events (ocular and non-ocular) begin when the subjects are exposed 

to the test article, study treatment or study procedure. Adverse events reported before the use of test article, start 

of study treatment, or study procedures will be recorded as medical history. However, if the condition deteriorates 

at any time during the study it will be recorded and reported as an AE. Untoward medical events reported after 

the subject’s exit from the study will be recorded as adverse events at the discretion of the Investigator. 

 

Upon finding an adverse event, the Principal Investigator will document the condition in the subject record and 

in the eCRFs and complete the Adverse Event eCRF. 

Complete descriptions of all adverse events must be available in the subject record. All Adverse Events including 

local and systemic reactions not meeting the criteria for “serious adverse events” shall be captured on the 

appropriate case report form or electronic data system. All adverse events occurring while the subject is enrolled 

in the study must be documented appropriately regardless of relationship. 

 

It is the Investigator’s responsibility to maintain documentation of each reported adverse event. All adverse events 

will be followed in accordance with applicable licensing requirements. Such documentation will include the 

following: 

• Adverse event (diagnosis not symptom). 

• Drawings or photographs (where appropriate) that detail the finding (e.g., size, location, and depth, etc.). 

• Date the clinical site was notified. 

• Date and time of onset. 

• Date and time of resolution. 
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• Adverse event classification, severity, and relationship to test articles, as applicable. 

• Treatment regimen instituted (where appropriate), including concomitant medications prescribed, in 

accordance with applicable licensing requirements. 

• Any referral to another health care provider if needed. 

• Outcome, ocular damage (if any). 

• Likely etiology. 

• Best corrected visual acuity at the discovery of the event and upon conclusion of the event, if the AE is 

related to the visual system. 

Upon discovery of an AE that is deemed ‘possibly related’ or ‘related’ to the test article or study procedures 

(whether related to the visual system or not), an AE review form must be completed. Additional 

dated and initialed entries should be made at follow-up evaluations. Separate forms must be completed for each 

eye if the AE is bilateral. 

 

In addition, if an infiltrate(s) is present, he/she will complete the Corneal Infiltrate Assessment eCRF. Where 

necessary, a culture of the corneal lesion will be collected to determine if the infection is microbial in nature. If 

cultures are collected, the date of culture collection and laboratory utilized will be recorded. 

 

Changes in the severity of an AE shall be documented to allow an assessment of the duration of the event at each 

level of intensity to be performed. Adverse events characterized as intermittent require documentation of the onset 

and duration of each episode. Changes in the assessment of relationship to the Test Article shall also be clearly 

documented. 

 

Subjects who present with an adverse event shall be followed by the Investigator, within licensure, until all signs 

and symptoms have returned to pre-treatment status, stabilized, or been satisfactorily resolved. If further treatment 

beyond licensure is required, the subject will be referred to the appropriate health care provider. The Investigator 

will use his/her clinical judgment as to whether a subject reporting with an adverse event will continue in the 

study. If a subject is discontinued from the study, it will be the responsibility of the Investigator to record the 

reason for discontinuation. The Investigator will also document the adverse event appropriately and complete the 

Adverse Event eCRF. Any subjects with ongoing adverse events related to the test article, study treatment or 

study procedures, as of the final study visit date, should be followed to resolution of the adverse event or until 

referral to an appropriate health care provider, as recommended by the Investigator. Non-ocular adverse events 

that are not related to the test article, study treatment, or study procedures may be recorded as “ongoing” without 

further follow-up. 

 

13.4. Reporting Adverse Events 

The Investigator will notify the Sponsor of an adverse event by EDC System, e-mail, or telephone as soon as 

possible and no later than 24 hours from discovery for any serious /significant adverse events, and 2 days from 

discovery for any non-significant adverse event. In addition, a written report will be submitted by the Principal 

Investigator to the IEC/IRB according to their requirements listed in this section. The report will comment 

whether the adverse event was considered to be related to the test article, study treatment or study procedures. 

Reporting Adverse Events to Sponsor 

Serious/Significant Adverse Events 

The Investigator will inform the sponsor of all serious/significant adverse events occurring during the study period 

as soon as possible by EDC System, e-mail or, telephone, but no later than 24 hours following discovery of the 

event. The Investigator is obligated to pursue and obtain information requested by the Sponsor in addition to that 

information reported on the eCRF. All subjects experiencing a serious/significant adverse event must be followed 

up and all outcomes must be reported. 

 

When medically necessary, the Investigator may break the randomization code to determine the identity of the 

treatment that the subject received. The Sponsor and study monitor should be notified prior to unmasking the test 

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

• Notify the Sponsor immediately. 

• Obtain and maintain in the subject’s records all pertinent medical information and medical judgment for 

colleagues who assisted in the treatment and follow-up of the subject. 

• Provide the Sponsor with a complete case history which includes a statement as to whether the event 

was or was not related to the use of the test article. 

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

Unanticipated (Serious) Adverse Device Effect (UADE) 

In the event of an Unanticipated (Serious) Adverse Device Effect (UADE), the Investigator will submit a report 

of the UADE to the Sponsor and IEC/IRB as soon as possible, but no later than 24 hours after the Investigator 

first learns of the effect. This report is in addition to the immediate notification mentioned above. 

 

The Sponsor must conduct an evaluation of the UADE and must report the results of the evaluation to FDA, the 

IEC/IRB and participating Investigators within 10 working days after the Sponsor first receives notification of 

the effect. 

Non-Serious Adverse Events 

All non-serious adverse events, including non-serious adverse device effects, will be reported to the sponsor by 

the Investigator no later than 2 days from discovery. 

 

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

Adverse events that meet the IEC/IRB requirements for reporting must be reported within the IEC/IRB’s written 

guidelines. Each clinical site will refer to and follow any guidelines set forth by their Approving IEC/IRB. Each 

clinical site will refer to and follow any guidelines set forth by their local governing Health Authorities. 

 

The Sponsor will report applicable Adverse Events to the local health authorities according to the written 

guidelines, including reporting timelines. 

 

13.5. Event of Special Interest 

None. 

 

13.6. Reporting of Pregnancy 

Subjects reporting pregnancy (by self-report) during the study will be discontinued after the event is recorded as 

an Adverse Event. Once discontinued, pregnant subject and their fetuses will not be monitored for study related 

purposes. Pregnant subjects are not discontinued from contact lens or solution related studies for safety concerns, 

but due to general concerns relating to pregnancy and contact lens use. Specifically, pregnant women are 

discontinued due to fluctuations in refractive error and/or visual acuity that occur secondary to systemic hormonal 

changes, and not due to unforeseen health risks to the mother or fetus. 

 

 

14. STATISTICAL METHODS 

14.1. General Considerations 

Statistical Analysis will be undertaken by the sponsor or under the authority of the sponsor. A general description 

of the statistical methods to be implemented in this clinical trial is outlined below. 

All data summaries and statistical analyses will be performed using the Statistical Analysis System (SAS) 

software Version 9.4 or higher (SAS Institute, Cary, NC)..5 Throughout the analysis of data, the results for each 

subject/eye will be used when available for summarization and statistical analysis. Unscheduled visits will be 

summarized separately and will be excluded from the statistical analysis. 
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Summary tables (Descriptive statistics and/or frequency tables) will be provided for all baseline variables, 

efficacy variables and safety variables as appropriate. Continuous variables will be summarized with descriptive 

statistics (n, mean, standard deviation [SD], median, minimum and maximum). Frequency count and percentage 

of subjects or eyes within each category will be provided for categorical data. 

 

Summaries will be presented separately for each lens type (Test and Control) and time point (baseline, fitting, 1-

week follow-up, 1-week follow-up, exit evaluation and unscheduled visits (when applicable)) and will be 

performed separately by completion status (Safety Population, Per-Protocol Population and Intention-to-Treat, 

when appropriate). 
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14.3. Analysis Populations 

Safety Population: 

All subjects that were administered any study lens. Subjects will be analyzed per actual treatment received. 

 

Per-Protocol Population: 

All subjects who have successfully completed all visits and did not substantially deviate from the protocol as 

determined by the cohort review prior to database lock. Justification of excluding subjects with protocol 

deviations in the per-protocol population set will be documented in a memo. 

Intention-to-Treat (ITT) Population: 

All randomized subjects. Subjects will be analyzed per planned randomized treatment. 

 

14.4. Level of Statistical Significance 

Co-Primary hypotheses will be tested using a 1-sided Type I error rate of 0.025 for each hypothesis. All co-

primary hypotheses are required to demonstrate statistically significant non-inferiority therefore no adjustment 

for multiple hypotheses was necessary. 

 

14.5. Missing Data Handling Rules 

All analyses will be conducted using observed case data. No missing or spurious data will be imputed. The count 

of missing data will be included in the summary tables and listings. 
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15. DATA HANDLING AND RECORD KEEPING/ARCHIVING 

15.1. Electronic Case Report Form/Data Collection 

The data for this study will be captured on electronic case report forms (eCRFs) using a Sitero EDC system. An 

authorized data originator will enter study data into the eCRFs using the EDC system. Data collected on 

equipment that is not captured in EDC will be formatted to the specification of the JJVC database manager and 

sent to JJVC for analysis 

 

External data sources for this study include: Not Applicable 

 

The clinical data will be recorded on dedicated eCRFs specifically designed to match the study procedures for 

each visit. Only specifically delegated staff can enter data on a CRF. Once completed, the eCRFs will be reviewed 

for accuracy and completeness and signed by the Investigator. The sponsor or sponsor’s representatives will be 

authorized to gain access to the subject recordation for the purposes of monitoring and auditing the study. 
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Edit checks, electronic queries, and audit trails are built into the system to ensure accurate and complete data 

collection. Data will be transmitted from the clinical site to a secure central database as forms are completed or 

updated, ensuring information accuracy, security, and confidentiality. After the final database lock, the 

Investigator will be provided with Individual Patient Profiles (IPP) including the full audit trail on electronic 

media in PDF format for all of the study data. The IPP must be retained in the study files as a certified copy of 

the source data for the study. 

 

The content and structure of the eCRFs are compliant with ISO14155.1 

 

15.2. Subject Record 

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

• subject identification 

• eligibility 

• study identification 

• study discussion 

• provision of and date of informed consent 

• visit dates 

• results of safety and efficacy parameters as required by the protocol 

• a record of all adverse events 

• follow-up of adverse events 

• medical history and concomitant medication 

• test article receipt/dispensing/return records 

• date of study completion 

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

 

The subject record is the eCRF or an external record. The author of an entry in the subject record must be 

identifiable. The first point of entry is considered to be the source record. 

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

 

15.3. Trial Registration on ClinicalTrials.gov 

This study will be registered on ClinicalTrials.gov. 

 

 

16. DATA MANAGEMENT 

16.1. Access to Source Data/Document 

The Investigator/Institution will permit trial-related monitoring, audits, IEC/IRB review and regulatory 

inspection(s) by providing direct access to source data/documents. Should the clinical site be contacted for an 

audit by an IEC/IRB or regulatory authority, JJVC must be contacted and notified in writing within 24 hours. 

 

16.2. Confidentiality of Information 

Information concerning the investigational product and patent application processes, scientific data or other 

pertinent information is confidential and remains the property of JJVC. The Investigator may use this information 

for the purposes of the study only. It is understood by the Investigator that JJVC will use information developed 

in this clinical study in connection with the development of the investigational product and therefore may disclose 

it as required to other clinical investigators and to regulatory agencies. In order to allow the use of the information 

derived from this clinical study, the Investigator understands that he/she has an obligation to provide complete 

test results and all data developed during this study to the Sponsor. 



CR-6612, v 3.0 JJVC CONFIDENTIAL 

Page 61 of 176 

 

Clinical Study Protocol 

Johnson & Johnson Vision Care, Inc. 

 
16.3. Data Quality Assurance 

Steps will be taken to ensure the accuracy and reliability of data, including the selection of qualified investigators 

and appropriate clinical sites and review of protocol procedures with the Principal Investigator. The Principal 

Investigator, in turn, must ensure that all Sub-Investigators and clinical site personnel are familiar with the 

protocol and all study-specific procedures and have appropriate knowledge of the study article. 

 

Training on case report form completion will be provided to clinical site personnel before the start of the study. 

The Sponsor will review case report forms for accuracy and completeness remotely during the conduct of the 

study, during monitoring visits, and after transmission to data management. Any data discrepancies will be 

resolved with the Investigator or designee, as appropriate. 

 

Quality Assurance representatives from JJVC may visit clinical sites to review data produced during the study 

and to access compliance with applicable regulations pertaining to the conduct of clinical trials. The clinical sites 

will provide direct access to study-related source data/documents and reports for the purpose of monitoring and 

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

 

16.4. Data Monitoring Committee (DMC) 

Not Applicable 

 

 

17. CLINICAL MONITORING 

The study monitors will maintain close contact with the Principal Investigator and the Investigator’s designated 

clinical site personnel. The monitor’s responsibilities will include: 

• Ensuring that the investigation is being conducted according to the protocol, any subsequent versions, 

and regulatory requirements are maintained. 

• Ensuring the rights and wellbeing of subjects are protected. 

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

personnel. 

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

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

• Clarifying questions regarding the study. 

• Resolving study issues or problems that may arise. 

• Reviewing of study records and source documentation verification in accordance with the monitoring 

plan. 

• Ensuring the maintenance and calibration of equipment used per standard equipment requirements. 

 

 

18. ETHICAL AND REGULATORY ASPECTS 

18.1. Study-Specific Design Considerations 

Potential subjects will be fully informed of the risks and requirements of the study and, during the study, subjects 

will be given any new information that may affect their decision to continue participation. Subjects will be told 

that their consent to participate in the study is voluntary and may be withdrawn at any time with no reason given 

and without penalty or loss of benefits to which they would otherwise be entitled. Subjects will only be enrolled 

if the fully able to understand the risks, benefits, and potential adverse events of the study and provide their 

consent voluntarily. 

 

18.2. Investigator Responsibility 

The Principal Investigator is responsible for ensuring that the clinical study is performed in accordance with the 

signed agreement, the investigational plan, according to ISO 141551 and applicable regulatory requirements. GCP 

is an international ethical and scientific quality standard for designing, conducting, recording, and reporting 

studies that involve the participation of human subjects. Compliance with this standard provides public assurance 
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that the rights, safety, and well-being of study subjects are protected, consistent with the principles of the 

Declaration of Helsinki 64th WMA General Assembly 20132 and that the clinical study data are credible. The 

Investigator must maintain clinical study files in accordance with applicable regulatory requirements. 

 

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

Before the start of the study, the Investigator (or Sponsor when applicable) will provide the IEC/IRB with current 

and complete copies of the following documents (where applicable): 

• Final protocol. 

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

• Investigator’s Brochure (or equivalent information). 

• Sponsor-approved subject recruitment materials. 

• Information on compensation for study-related injuries or payment to subjects for participation in the 

study. 

• Investigator’s curriculum vitae, clinical licenses, or equivalent information (unless not required, as 

documented by IEC/IRB). 

• Information regarding funding, name of the Sponsor, institutional affiliations, other potential conflicts 

of interest, and incentives for subjects. 

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

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

consent form, applicable recruiting materials, and subject compensation programs, and the Sponsor has received 

a copy of this approval. This approval letter must be dated and must clearly identify the documents being 

approved. 

 

During the study, the Investigator (or Sponsor when applicable) will send the following documents to the IEC/IRB 

for their review and approval, where appropriate: 

• Protocol revisions 

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

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

• Revisions to compensation for study-related injuries or payment to subjects for participation in the study 

• Investigator’s Brochure revisions 

• Summaries of the status of the study (at least annually or at intervals stipulated in guidelines of the 

IEC/IRB) 

• Reports of adverse events that are serious, unanticipated, and associated with the test articles, according 

to the IRB’s requirements 

• New information that may adversely affect the safety of the subjects or the conduct of the study 

• Major protocol deviations as required by the IEC/IRB 

• Report of deaths of subjects under the Investigator's care 

• Notification if a new Investigator is responsible for the study at the clinical site 

• Any other requirements of the IEC/IRB 

For protocol revisions that increase subject risk, the revisions and applicable informed consent form revisions 

must be submitted promptly to the IEC/IRB for review and approval before implementation of the change(s). 

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

in writing. 

 

At the end of the study, the Investigator (or Sponsor where required) will notify the IEC/IRB about the study 

completion. Documentation of this notification must be retained at the clinical site and a copy provided to the 

CRO or Sponsor as applicable. 
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18.4. Informed Consent 

Each subject, or their representative, must give written consent according to local requirements after the nature 

of the study has been fully explained. The consent form must be signed before performance of any study-related 

activity. The consent form that is used must be approved by both the Sponsor and by the reviewing IEC/IRB. The 

informed consent is in accordance with principles that originated in the Declaration of Helsinki, 2 and ISO 141551 

guidelines, applicable regulatory requirements, and Sponsor Policy. 

 

Before entry into the study, the Investigator or an authorized member of the clinical site personnel must explain 

to potential subjects the aims, methods, reasonably anticipated benefits, and potential hazards of the study, and 

any discomfort it may entail. Subjects will be informed that their participation is voluntary and that they may 

withdraw their consent to participate at any time. 

The subject will be given sufficient time to read the informed consent form and the opportunity to ask questions. 

After this explanation and before entry into the study, consent should be appropriately recorded by means of the 

subject's dated signature. After having obtained the consent, a copy of the informed consent form must be given 

to the subject. 

 

18.4.1. Privacy of Personal Data 

The collection, processing and disclosure of personal data and medical information related to the Study Subject, 

and personal data related to Principal Investigator and any clinical site personnel (e.g., name, clinic address and 

phone number, curriculum vitae) is subject to compliance with the Health Information Portability and 

Accountability Act (HIPAA)9 and other applicable personal data protection and security laws and regulations. 

Appropriate measures will be employed to safeguard these data, to maintain the confidentiality of the person’s 

related health and medical information, to properly inform the concerned persons about the collection and 

processing of their personal data, to grant them reasonable access to their personal data and to prevent access by 

unauthorized persons. 

All information obtained during the course of the investigation will be regarded as confidential. All personal data 

gathered in this trial will be treated in strictest confidence by Investigators, monitors, Sponsor’s personnel and 

IEC/IRB. No data will be disclosed to any third party without the express permission of the subject concerned, 

with the exception of Sponsor personnel (monitor, auditor), IEC/IRB and regulatory organizations in the context 

of their investigation related activities that, as part of the investigation will have access to the CRFs and subject 

records. 

 

The collection and processing of personal data from subjects enrolled in this study will be limited to those data 

that are necessary to investigate the efficacy, safety, quality, and utility of the investigational product(s) used in 

this study. 

 

These data must be collected and processed with adequate precautions to ensure confidentiality and compliance 

with applicable data privacy protection laws and regulations. 

The Sponsor ensures that the personal data will be: 

• processed fairly and lawfully. 

• collected for specified, explicit, and legitimate purposes and not further processed in a way incompatible 

with these purposes. 

• adequate, relevant, and not excessive in relation to said purposes. 

• accurate and, where necessary, kept current. 

 

Explicit consent for the processing of personal data will be obtained from the participating subject before 

collection of data. Such consent should also address the transfer of the data to other entities and to other countries. 

The subject has the right to request through the Investigator access to his personal data and the right to request 

rectification of any data that are not correct or complete. Reasonable steps should be taken to respond to such a 

request, taking into consideration the nature of the request, the conditions of the study, and the applicable laws 

and regulations. 
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Appropriate technical and organizational measures to protect the personal data against unauthorized disclosures 

or access, accidental or unlawful destruction, or accidental loss or alteration must be put in place. Sponsor 

personnel whose responsibilities require access to personal data agree to keep the identity of study subjects 

confidential. 

 

 

19. STUDY RECORD RETENTION 

In compliance with the ISO 141551 guidelines, the Investigator/Institution will maintain all CRFs and all subject 

records that support the data collected from each subject, as well as all study documents as specified in ISO 

141551 and all study documents as specified by the applicable regulatory requirement(s). The 

Investigator/Institution will take measures to prevent accidental or premature destruction of these documents. 

 

Essential documents must be retained until at least two (2) years after the last approval of a marketing application 

in an ICH region and until there are no pending or contemplated marketing applications in an ICH region or until 

at least two (2) years have elapsed since the formal discontinuation of clinical development of the investigational 

product. These documents will be retained for a longer period if required by the applicable regulatory 

requirements or instructed by the Sponsor. It is the responsibility of the Sponsor to inform the 

Investigator/Institution as to when these documents no longer need to be retained. 

If the responsible Investigator retires, relocates, or for other reasons withdraws from the responsibility of keeping 

the study records, custody must be transferred to a person who will accept the responsibility. The Sponsor must 

be notified in writing of the name and address of the new custodian. Under no circumstance shall the Investigator 

relocate or dispose of any study documents before having obtained written approval from the Sponsor. 

 

If it becomes necessary for the Sponsor or the appropriate regulatory authority to review any documentation 

relating to this study, the Investigator must permit access to such reports. 
If the Investigator has a question regarding retention of study records, he/she should contact JJVC. 

 

 

20. FINANCIAL CONSIDERATIONS 

Remuneration for study services and expenses will be set forth in detail in the Clinical Research Agreement. The 

Research Agreement will be signed by the Principal Investigator and a JJVC management representative prior to 

study initiation. 

 

JJVC reserves the right to withhold remuneration for costs associated with protocol violations such as: 

• Continuing an ineligible subject in the study. 

• Scheduling a study visit outside the subject’s acceptable visit range. 

 

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

as: 

• Query resolution. 

• Case Report Form signature. 

• Completion of any follow-up action items. 

 

 

21. PUBLICATION 

There is no plan to publish the outcomes of this investigation. 
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APPENDIX C: PACKAGE INSERT (APPROVED PRODUCT) 

ACUVUE® OASYS MAX 1-Day Multifocal Contact Lens package insert 

Bausch + Lomb INFUSE® One Day Multifocal package insert 
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• Pal.entswhoweartheselensestocorrectpresb'JOP,ausingmOl"Olision  
ml.l:itocal,01mJ:ifocalt01o:;cc,roctionma1notachievelhebest
correctedvisualocurtyb"ei:herfarornear,.s01.Vl<!U8lrequirernents
wryw�hlhaocta!iJalardsh:u;Jbeconsideredwhooselec1oglhl
mostappropiatetypectler'3/a-eachpat;ent.

• Flrorescetn,a1dowd)-(l,shot.tlr()tbeusedwhMerhek:<lsesnC<1tha
eyes1rlessa:herwiseroicated.Thelensesabsorbttirsdyeardbecome
dscdrxed.Wherie,er/uo"esceinrsusedrJeyes,th!!eyesshoi:Jbe
ftusheo;h'.itha storlo salne sdu1oolhat rs reocrrrmeo:Jedb'in-ilfll use.

• EyeCareProfessooalss/101Adinstructthrlpatientror01001elensas
l"Tlrnediatelyif lhe f'f/fJS t>eo:m, roo or mtaled.

Ey&Car&Prolesslonalsshouldcar&lullylnstructpali&ntsaboutlh&  
followingca1eregimen11nds11fetyprecautions:
Han(lllngPrecautlons:

• Beforeleavirl;JttcE)'llCarePrciessicnal'soffc:e,thepate11shoJclbe
abl,;toprompttyrerncwalensesorshouldhavasomeoroelseavallablo
whocanremovethelensesforhrnC>'"her.

• D0N0Tuseifthesterile�teipackageis�ordamaged.
• AJllif)'SWash.rirlse,ard(J)'hami>beforehardlrlgler"lses.ltrsbesllo

putonleosesbeforeputti)gC<lrnaket..l).
• DONOTtouchCITT.actlenseswilhfrtgerSCJ"handsifthehandsnrld

froooffore,gnma:erials,asmicrosr:opicscra:chesofthelerisesmay  
occur,caus,ngdistorledltisionand/orirlj(l)'totheeye.

• Carefutyfolowthehanclng.nsertiorl.rernoval,ardwearingrlstn.,,ti011s
rJthe'Pa:ientlnstructJonGLide'Jo-ACLMJE"OASYSMAXI-D.lf
Contac1Lensesardttioseprescrt>edb')'thefy,CarePrCWSSk:tlal.

• Alllil)'Shandelensescarefulyanda,'()1ddroppingthem.
• N(M)fuset1vee&SOfOth&'"toolstoremovelensesfromlhelerls

conlainer.Slidethelensl()lhes,rleofthebO'IMmliaStreeaf
thecmtama:,

Lons Wearing Precautions:
• �thelensst,cksistopSlllOJing]ootheete, fobvtherecormiended

dir0et,crnrJ"CarefrxaSricliri;;/Noo•Moving)Lens".Thelerls
s/lo1Adm::.ivetree<1o,1theeyeror1hecori:niedheallhoftheeye.11
nor,.movementol'lhelensconloues.thepa:ieritstouldbeirlstructedlo  
l"TlrnOO:atclycons'AttusorherEyaCareProlessional.

• Ne,erwearlensesbe,'()l"dtheperioctrecOITTTiendedbylhrlEye
C.araPl'ofessicr,al.

EachlensisSl.l'.lpk,dinaJoi•seak:,dplasti'.:pacl<agecootainingboratetoflered
selnesoutioowithrreil)1ethercelulose.

• ThepatientstoUdbeadvisfj(jlor,e,,eralowanycneelsetowearlheir
ie!lses.Sharlnglensesgreattyo:reaseslhechancecte.remectons.

• ttaerc-sciproducts,suchasharspra1,areusedwhilewearinglemes.
exercisecautico1ardk.e€peiesciosedlXltithesprayhassettled.

• AIOidalharmtulorl"TltatirlgvaporsandfrJneswhilewearoglerlses.
• AsktheEyeCareProlessionslaboutwearrJgklnsesduting

sportrJgactivtes.
• ThepatientshoUdbeOOYisedrorie.err(lsethekJnsesinwatef/romttc

tap.Tapwal€tcontainsman1l�ltlesthat�C0111amlna:eordamaga   
thelerlsesandmayleadlof!yeirllectiooor.-.,ry.

LensCa,ePreeautlons:
• Thepa:ientshoUdberJlo:medthatrocieill"lingordslrlfsctoois

needed'MIEinlensesare'MJrnfordalyd,sposabkawcar.Pato:-ntssh::ud  
at,.•1aysdsposeofkJnses1-..tle!1remwedanc:fh8·,esparelereesor
spectadesatailable.

OtherTopicstoDiscusswithPatients:
• Ai'llil)'Scootact the Eye Care Profess,or.al before LISing an; medo:::rJeirl

• Gertainmedications,suchasan10,stamines,decorigestoots,ciuret,cs.
musclerelaxants,tranquiizers,aOOthoselo-mo!.C<lsicknessmayrause  
drynessoftheeye,io:;reasedlensawareoess,or�L1"red111sio,1.Srw:luld
suchconditionsexist.p,<operremedialmoosLXessOOl..l::lbeprescribed.
Dependogonlhaseveril/,thi<scouklim.t.<:lethellS9ofl.ixk::atrgdtops
thatareo.icatedtoruse,.thsoftcontoctlerisesC>'"th€ternporary
dscon1Jr1.Janceo1contactleriswearwh.lesuchmecicatj011isbe,ingused.

• Oralcon:raceptveuserscoLi,:jdevelop,walchangesC>'"changesn
iefis tolerarcewhen using contoct lenses. Patientss/mlAdbecautioned
OCCOfOOgfy.

• Darctchangelenstypa(e.g,broodname,etc.)ctparametmi(e.g.  
dame:er, basecw.e, lens p::,,,er, etc) without coosl.tirlg theEye
CareProfes�

• lnstrucip!cienlsloalwa,'Scorfunlhelensperan,eter!ipriotedC<lthe
rTU:iiJS.ckm C<lthe roivio.Jal lerls prlage ma!dl tiff prescriptioo.
ttlheieisamianE!td1thepatisli:tioJdnolusethep-odJci.

• Asw1thanycorit:K11erls,fcl:w,...pvisitsarerl8Cessatytoassurethe
cootooirlgheaNhoflhepa:ierlt'se,'85.Thepat!rtshooJdOOristrooled
astoareconuiended1olow-l()schedule.

AODPOW9tS(DI: 11.25DILOW),+1,75D(f,.1IDj,+2.500(f(;H]

WhoShouldKnowThalthePatientisWearingContactlenses?
• Patier1tsshouldinfonnalldootm;(Heat:hCareProfessmals)eboutbe,ing

acootactlenswearer.

The patienl should be infomted that the folowingproblems may occur
whenwearlngcontactlenses:

• Theeyemaybl.lfn.st,r,garod/oritch.
• TherernaybelesscomforttiJan,.henth!lonswasfrst�c,i

ttceye.
• Thererna1beafeei"lgolsornetho;Jintheeyetklreignlxx!y,

scratchedarna\
• Th6'11rna1bethepotootialb"sometemporaryrfl)!l1rrnerndJeto

perip'eali'tfiltrates,per'pheraJcaneallkarscrcanealerosimThere   
maybethepoten1,a11orother�·siologdobser,a1,0flS,suchask:Jcal
orgererclizedederna,corneaJneo,ascularizatJon,corneals\aJor,g
njoctlC<l. tarsalatoormait:es. rit!s, andcortnct�flls; someafwhld1are
dnicalyaoceptattlrlbwamOlllts.

• Therarna1bee,,cessivewa'.eriog,o.nJsuaie,'llsecretionscrre6:11l$Sof

• Poorvisualoo.ity,ttmedvisi::<1,r(Wlbowsorhalosaroi.lfdobjects,
photop'lobia.ord')'eyesmayalsoocC1Tffthelensesarnworn
contilLIOUSl'/ortortoolorlgatme.

Thepatienlstouldbenstructedtoconductas,rriple3-partself-e.x;amoa:Onat
loostonceaday.TlleystoUdaskthemsol-,es

• Howdolhelerlsesfeelonm1eyes?
• HowdoITTyeyeslook?
• Ha10lno11Cedachargellm1,.s1011?

lflhepatentreportsarr,,protllems,heorshesOOl..l::lbeo1slrucledto
l'AMEW.TB.YFEIAOVETHELENS.tt1heproblemorcisc0111fortstops,lha
pa:iemst-,:Jr.NJdiscardthelensmplaceanewfreshlensC<1ttcf¥'.
lfafterinsert1ngthenawlcns,1heproblemcontilues,thspat0Zfitshouldbe
directed ro IM�EDIATELY fEIAOVETHELENSAND CONTACT HSORHER
EYECAREPFIOFESSIONAL.

aga1nsttroosnissiC<1ctharrntrjUVradlatiC<1tothecorneaao:i1nto1heayeard  
re<i..cetransrrnttanceafHEV·1ight.Thelighttransmrttancecharactoost:csb
ttieselensesarelessthan1%rJttieUVBrangeof280rmto315nmandless
than10%othelNArangeol315nmto380rmfortheentileix,,,errange.
Thethmesll;:rJSeStr811Slnd�45%o!lherOO,atirnaITTJSsthehgheoorgy
visibl!l"lghtwavd�ngthrJth9rangelro"n3BDnmto45.'lmi. The\lisiblolght
trarffilittunceintherargefran 380 m, to 7lllnm ls! gretr.erthanareq.,alto
78%deperdrlgonthelansth>::kness.

ThepatienlsholAdbeadvisedthatwtle!larryoftheaDCl\'8s1mptornsoccur.a
seliouscondit.C<1suchasinfect1on,comealuloo-,neo-,ascularlzation,ori'i:is
ma'jbepresenl.HeorsheshoukJbeins:ructedtoseekrrrnediateprotessional
identifi�m'1noltheprcdemandprr.mpttreatmenttoal'Oictsericoseyedlmage.

A. PatieniSeleetion
PatientsseloctedtowoortheooksosesstouldOOdlosenbasedon:

• IAOO\·at01towear�ses
• Abltytofolowhsrnxttonsregardlnglonswearcare
• GaneralheaJ:h
• Abi.tytoadequatetyhoodeandcareforthelenses
• Abitytomderstertdtheriskandbenefitsr:ilenswear

PatrernswhodorotrneettheOOO',ecmeriashoUdrotbepr0111dedwi'.tl
cortladlsmes.
8. Pre-lit1ing£�amination
iritlalevaluatO'lofttiepat!entstouldbeglnwtthalhorou(licasetristcryto
de:OOTIJ19fthereareanvcon:r(Wldica:0'1Stocontactlenswear.Ourflgthecase  
hi.,tory,thepa1,ent's1isualrlOOdsoodexpectati011sshaudOOdet€1minedaswel
asanassessmentolthei"O\lefallocular.physk::al.ardmentrJhealth.
Precoor,:;itheiniialoolactWoftnalo:::tttactlenoos,acornp:eh)!7s�
oclD"elalJa:KlflshoukJbeperformedthatirlct.des,butisnotlmitedto
themeasu-ementofcistariceillldnearvisualaoily,distaiceandnear
reflact:vep-esc:11)1Jon(o.::ILKlflgdeterroifio8thepre:erredreooingdistarcefor
presbyopeS),keraloiret')',andb,omicroscopice-laluatoo.
BasedC<lttirSevalJation,Ol<ldel&'ll'llledthattt,epatientiseligibletowear
theselenses,theE)'eCareProJessionalshooJdproceedtoltlBapproprialelem
fitti,ginstrUC'lKlflrutliiedbob,,.

Aspectoclereiract1onsmuktbeperl()rmedtoestablishthepatent'sbaseline
rehact.vestalusaridtogLideolheseleclooo1theappr()p'lalelensix,,,er.
Aemembertocomper,satetorvertexdistarlceifnecessar,,.Vertexdistooce  
co-npenwtirnisgerieralyoiJneces,aryfa"relractions�±4.IIlJ,blll
maJsometmesalooberaqu�ed!orklwc-rretractlor,slnthecaseoflarge
vertexdistances.
D.BaseCurveSelectlon(TrialLensAltlng)
ThelclowingtriallensesshoukJbeselectedforpat:entsregardlessol
keratometryreadings.Hov.$'1(<,ComaalcLX\181LXemeasurerriontssto<.kfbe  
perfo-medtoestablishthepa:klnt'sbaselireocL..larsta:us.

(ser1ciilcooA)E1rerooatedUwilydsposablowearb'theoorr8Clirnol.isi011
o1poople,.,thr()n-diseasedeieswhoarepresbyopcandmayb6riears,ghted
(rT'r)'OpiCJOrfarsighted[hwerop1c1andt,a,.,:!0.75Dto1.75Dctasligrna1'Sm.
Thrl1Eosesaratobeprascribedfordalyd,sposablewea1.Therelore,noclearwlg
ordisinfectiorlrsrequred.Lenress/loudbediscardeduponrerno•,al.

For-theSpherk::al,t.UjfOG21.orMt.lt,foca1ToricACUVUE"OASYS�IAX1-Day
���s,thei'litiallonsshouldbesc0cted�omthacLXrenllyaval9ble

Thelriallensshouldbeplacedoneachctthepatierrt·seiesaride,.al.Ja:edalter  
thepa:'5!1tNsadjus:edtothelenses.

1. Critena o1a Property Ft Lens
Ap�  r, lem wl ce!ll:er wd cooμe:BlycovE!l"thecornea j.e.,ro �nbal
e,:posr.,1el,roVl!suffirJBri n=erlltoprCJIIU!tearuxctioviLllderh
corttactlenswiththeblrk,andbec0111'.ortable.TtlBlensshoudmowfreely
whenrn&:1ipjateddi1;rtall11·nththelO'N011id,01ldthenreto..mtoitsi:,-ope,ty
centeredpositi011\,henreleased.
2. CritenaolaFlatFitt,ngt.ens
AfutfUi'tglensma1ex:hOtC<1eor-nuectlhekllo,virl;Jchamcterist:cs:
decentra:'1n,irlcorr'11eteccmealcc,,erageO.e..1'11bale,::posure),excessive
roo.·ement'Ml:htreljnk,and.'o-edgestaK'otl.ltthelere,s/.J('gedtoOOf1m  
fi:r:ing,i!shcu:lrldbedspensedtothepa:ient,
3. CrileriaolaSleepFdlriglen.,
A steep fttoglensmB'Y e:o;ribit C<1e or n,ore ol lhe fob·.TI',j dlerecterist:cs:
flsuffiaEJll:moY8!77enl,,..iththetnil,irrjunclr,alirrlnation,an:Jrssistance
whenpushoglhelensupdigilalywththebwerid.lftheOZ!lsrs11.(!gedtobe
steepfitttng,1tshmklnotbedspersedtolhepat1ent.

lftheritialbasewveisjudgsdtobefutorstoopitti,g,halternatobass  
curve,rfavalalje,sho.tlOOtrialfilan:Je-li!UateclaftertheiE!Jm[hasod,usted
tothelons.Thek:onsshooJdmo,ofredy'MIElnrnarupulateddig,taJ11·.ithlower
ld,andtrenren.mtoaprol)frlycenteredp:isitionwhenreleased.ltresistance
isencru,:ered'MIEinpu:ti.ngthelens�thelensisfittrJgti�andshcu:lnot
bed,sper,sedtothepatent.
E.FlnalLensPower
Asphericala-er-relractioosh1d:lbeperfor-medtoootenninethefnallerepo,,er   
afterthelensnt1sj..dgedacceptable.Th!!si:t,ericala,er-refractionshcd:lbe
wnllnedwi:hthe trisl lens power to determinethefinal lens��:on.The
pa:ieritstoulde.,perlerlcegood1isualaru1ywiththecorrectlerlsr,i,,.er1Jliess  
thereisexcess,ver�astgM:l<lw.

• EyeRedness,or
• OtherEyeProblems,

THEPATIENT SHOULD B£ INSTRUCTED TO IMMEDIATELY REMOY£ TH£
LENSES, AND PROMPTLY CONTACT THE £YE CAR£ PROFESSIONAL.
• Patierrlss/loodberJstrL-CtedriottoweartherlEoseswhile51eel)J1g.

Clink::alstl.(!.esha•10shownlhattheriSkofseliousadversereactionsrs
rw:reased'M1Einlerisesarnl',Qr11o,emigh\,andtt,attheliskollke-ra:r,e
l<erattisl<lgreaterforextendedwearcontactlerisusersthanlorctaty
wearusers.•

Example2:

cwer➔etraction ..0.25D
Fnallerlsw.ver -1.750

lfl1Si!JlrsaccoptaJje,porfo:masltlampexamiret:01toassossadocμJtofit
(cerrtratklnam ttfitis accepktje. cis1»1sethelerises iretru::ting
lhapa:�ttoreturnrioneweekto-reassessmont(ooadisponshgilfldfolo,..up
o1formaJono1PATl£NTMANAG£MENT).
AlpatientsshouldbesuppliedwilhaeopyolthePATIENT  
lNSTRUCTIONGUIOEfo1thesalanses.Copiesa1e11vailablefor
download from www.acuvue.com.

A. GeneralPresbyoplcContactLensNeedsAssessmenl&
Palient�duca1ion
Mu�i'.ocalandMu�ifocaltorCcootacilensesmayproducacanpromiseti
visicnLW1dercertainc1rcumstancesandthepatiootshot.l::lurderstandthat  
thll'/ mg'trotmd their V1SIon occe�e ,n specifcOOuatKns(i.e., reading
amer1.Jnadmresta.rant,dtrvingatrughtinrain'Jlfoggyc0fldit.crn,etc.).
Therefore,cautO'lshouldbeexercisedwhoottcpatimtisv.uaringthe
corredonforthefrsltirneLW1:llheyarefamlarv,iththel'isionprowjedin
visuatychalengingen'vlrormoots.Occl()at:or.alood�tal"sual  
demandssh:uJbeconstdered.�thepa'.ienlrequirescriticalvisualaculty
ardstereopsis,itshouldbede'.erminedb'1trialwhelh«lhispaten1can
functooadequately,.,ththeAClMJ�OASYS�.AX1-DayM!Jltrfocalor-
AOJVUE"OASYSt.!AX1-DayMl).focallorAST1Gr-.tAT1S�ICoo!OC1Lffises.
l'."earmayrctbeoptmallorsuchact1vit;esas:
1. V,sualydamanor,:;isiluatlorlssuchasoperat,r,:;ipolan:ialydarlgeroos

rnoc,'11neryorperb'mogctherp:itent1alyhazar00Usoctrvmes;and
2. Drtvngootomoblles(e.g.,drhl1gatnlghl�Pat.entswhocannOlpass

trerS-'8:edr;,,e,.'sl:censereq.irernentswiththeselensessOOl..l::lbe
ad�sedtonotdrMlw�hlhiscorroctO'l,ORmayrt:rqjrethatirlili011al  
a,er-wnectKlflbeprescribed.

ACtMJE"QASYStm,, I-0e/M.illib::aCortoclLensesare�
for�ts�OITT.l'Jhavel.OOOorlessctast9'1111wnthatdoesrrt  
nter1erewith,isuaiacuty.
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INmAL POWER DETERMINATION,
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IMPORTANT: Please read carefully and keep this
infonnationforfutureuse.

TI.sPackagelnserlandFrttingGuideisintendedlorlheEyeCare
Pl'olessional,butshouklbemadeavailatlletopalientsupoorequest

TlleEl'f!CareProlesslooaishouldl)l'OYldethepatienlWflllllle
appl'OJlriateinstructionslllatpertainlothepalielll'sprescribed
lenses.COpiesareavailalllefordownloatlatwww.11CUVUe.com.

ACLIVI.N:"OA.SYSIAAX1-DayMuhrfcic.JletASTIGMATIS�ContactLenses
arerocorm,endeclbrpatients�have0.750to7.75Dretidilecylrioo<.
Toese lenses &"eavailable in1heIQloMingAOO powers·

• l.ens"l.CM''="iow"rtearADDlens(IAa:x+1.25DADD)
• Lens"IAID"�•rneolJll·nearAOOlens(Ma:x.+1.75DA[q
• Lens 'HGH'" 'tugh' near AOO ie<ls (Max +2.5COAJ:Oj

B. lnitialPowerDelermination
Aspectaderetracoonsra.ttbeperformedtoestablshthep;r.ient'sbaselioo
refractJveslatusandtoguiderltheseleclmoltheappropria'.elensp;)IWf.
Veitexdistancero:npensat,ooisgereralycfiyriecessaryforrefractions
�±4.0DOI,J.Jtmayscrnetimes�sobereqtiredUb•errefractiOlsinthe
casaollarge•,artexdistooces.Datermhalhaspher1calecμ';alentOstance  
p-eocnpoonloramullilocalp8t:ent.

C,OcularPreferenceDetermination
Toefolowingme'.hcdsloreyeaanirlancecanbeused:
�Determi1e1-.tocheyewloccepttheaddedpower   
wththeleastreci.lct.ooinvisionwtuletlolh8')'8Sareopen.F1aoea
hand-heojtrialiefisequaJto+1.ooo,ntrontoloreeyeooOthe!ltheother
whlethedislanoerefractileerrorcorrect001isinplacelort>otheyes.
Det€<111inewhetharthepa:lc<ltfunctic<:1sbastwit!lthe+1.0Cl0icnsCl>'ef
therightorleltete.whichisthenon-dctninanteye.ltthep8t1entindicates  
lmtthaamauno!burisaboutthe�betwoonthatwo!l)eSthentry
usrJg8+1.50Dtrialloos.Kr,oc,fferenceol:vbetW001eyesisrepo:xted
lhenuseMeltod2tocle'.ermineooJardorrwlarce.
�DeterITTfl6v.ticheJe1sthe"sightrJgeye.'H-1hel)alient  
pointloanoojectatthefarerdoltheroorn.O:N!J:cnae!fJ.lfthepa'.ient
issUpofltingO,ectlyattheobjOC!,theeyebe,ngusedisthedomOOJ11
ls,ghtiig)eye.

A.SelectlhelnltlalTtlallens
1. Foreachete,selectthetnallensdi5tancepowerth8t1Sclosesttothe

pat:ent'sdst:n::espher'8:ilE1Quiw,lern.Vsnexdistoocecooipensat.onis
gerero.ly�riecessaryforrefradi001no:4.000,bumaysunetimes
al&Jber!Q.JlredforkN.errelractkmsinthecaseollarge·10rte):dstances.
Forpa:ients1·,ith-0.75Dto-1.75Dolrefractivecylinder.proceedto
"MULTIFOCAL TORIC FITTINGGUIDELINES" section.

Foragcxx:fprogroosthepa'.ie<itshouidhaveadequatefycorrecteddistooceand
nearviru?ilflC1ityineoc:heye.Thef!ITlbt,'apicpal.entvilhggrificantarno.ns
ofU1correc1edast,gma1.sm(gm3:erthar11.000)inoneetelll8VrJO!beagood
caro:Ja1ebrmooovisi001corroctklnwiththe6emsa&

(1)v1suall1demandngstuat,onssuchasopera:rJgpo1ential1doogeroos
machooryor�forming olhe< potootialyhazardous 001111it.es:.:net

(2J OOvilgautomobles(e.g.,OOV,ngatriight�Pat,entswh'Jcamo!passthe,r
stmedrivllf'sicen.serequirellUltsv.,thmomvisioncorrec1klnshookJbe
advisedtonotdri10,,.,ithlhscorrect.oo,ORmayrE1QLirethaladditonal  
0"$-correct;onbeprescribed.

A. lpatiemsdonotlmct:001equat1wel,·,tthrmnov1s,001correctm.Pa:ierns
mayro1 perbm as welbrcerta,n tasks v.,th tt,,s correction as tttey ha-.@ ,1�h
spectadesimt.ltfocal.bifocal.trifocal,readers,prog,essi",es).Eachpat.eri
shouidunderstandthatmorKMsioo,asl'.elasotherprestl')'Jpicalternafr,es.coo
crea'.ea,isioncornprom:Sett\3\ma1reducev,sualoc:u1yill'Xfdepthpercepti:,n
ICYdistarice 0rdnear tasks. Therefore, cauton should be e:,ercised. Du-ing the
filtirgprocess,itisnecessaryforthi!patierntoreaizethedisao.ani:agesaswel
asthe!ldvan:agesridearnearvistln.!nlstraightaheadandl(]Hardgazethat
rroioviSioncontactlEosesproade.
B. EyeSelection
Genc<aly,thenon-dcminanlefo1SCOrrectedfornear•ason.Thafclow,ng1wo
methodsbeyedomin811Cecanbeused.

1. OcularPreferenceDeterminationMethods
�ettod1 Delermi1e·M'Ocheyeisthe"si;Jhtilge-,e."Ha11elhepat.ent

po<nttoanob;ectatthefarendoftheroom,cc,,eror,eete.
�the patiert is stl pcmtiig d,-ectl/ at theob,ect, theS/fl
belngusedisthedomflarll(slghtlngje/fl,

2. se1ectthenearpo,,.erofthelensbased001thepat.entsAOOrange

• AD0:+-0.75Dto+1.25Duseai.o,-rneilrAOOlensoneactiei-e
• ADD:+1.500to+1.750usea·M1D"nearADDO'!tlsoneach9fo
• AOO: +2.DOOto +2.500 use a ·�11D" near AOOon thedoniN.nt eye

anda"HGH'rioorADDlensoothenon-doolilarneyll
3. Alowthelensestosettleloraminirrumof10mirutes.
4.Assessdistance.:ndneilr1isionbinocl..larlyandrr,::,r,ocu1art1.
5.DernJnStratethe..,sic<turdervariouslgh'.ilgcorrltiooslrormaland

decreasectluriina1,�andatd,starice.fltermedia�andnear.
5.�akeact,!ltmemsinpowerasnecessarybasedoothedistanca

CMJ<-reJract,oo.TheLMofharidheldlnallensesisrecornmended.
Checkthel'Opactond,slaflceandnearv,s,oo.

7. �Yisic,;l isstll.WlocceJ)lable.makeadjustments,nP<,M'efasnecessary
[see"MuhifocalTtoubleshooting'tleloY.j.ttdislanceandnearvision
areoc;ceptablo,performaslitlampexaminationtoassessadeQuale
fit(oentratiooardm(MlllUlt) Kftisoo::eptatle, d�thelenses
nstrLX1nglhlpat.enttorelu-nasperstandardofcare(sooPATIENT
MANAGEMENTsectioo).

B. MultifocalTroubleshootlng
UnacceptableNearVision:
tt,thasbeende'.errrunedthatnochangeisrequiredbasedoothe
OYer-refractioothenadd+-0.250tothespher'8:ilpowero!lhe
non-dcminant�.
UnacceptabloDistanceVision:
ff ,t has been de:errrunedthat nocheng6,s required based oothe
over-refract,oothenmakethechargesaslstedbelow:

• �thepatierit is wearrJgtwo "'J:Jtl" ADD Oltlses, cilangethedorniflant
ei-etoanACUV1JE"OASYSMAX1-DayContactLensspharelens
w,thapowerequaltothesph€ficalequ111alen1distancepresoip1100.

• ffthepatieritiswearrJgtwo"IAID"ADDlenses,changetheADD
po,.·erinthedo:ninoot�tothe"IJJN'ADDpov.,e<.

• ffthepatientiswearrJga"IMD"AOOle116ilthldornnantr,/flanda
'HGH'ADDlensinthenori-dorninanteye,charigethenori-domlrl8llt  
ei-etoa"IIIID"A001ensandadd+-0.25Dtothedislancepower.

Once 1he changes haw boon made tor the troltileshooting repeat
steps3-6insectklnCatme("SeloctthelnltlalT1lallens"1toassess

,fthellisiooisacceptable.

�le!hcd2: DeterlllrlSwhich0/flwloccei1thladded l):'.lWef with the
leastredl.ctionov1SJ00.Plooeahar,j-hek:Jtnallensequalto
thespectaclenearADDolrootofoneeyearidlhent!leother
whiethedistancere�actr,eenorcorrect1001isil placelor
tlothew;.Del!ffllioel'lhetherthepat.en!functmsbestwi:h
thenoorAOOlansc,,ertharlghtorleltr,J8.

Otherme\hodsocludethe"�ractiveError�ethod'1'1"'dthe"Visual
Demands Method.'

For-lriso:netrqjcCOTectkln,l is generalybest tofit themue�cμic
llessrnyopc)eyefordistooceandthemoremyopc(lesst",yperopic)eye
bnear.

GonSJderthe p;r.�t·sOCCL4Jat:ondllllg theeye select100p1rocess to
determinethlcnticallis.oorsQui"ements.Wapat:en1'sgazafornear1asks
,susualy,noredi'ectOO.OCl"nlCtlheeyeonthatSJdelornear,

Asecretarywh'Jplacescopytothelefrsdeofthedeskwlfunct:oobest
w1thrhenearlonsonthelefr�,::i.

C. SpecialFiUingCharacteristics
1. UnilateralVisionCorr�1ionRequirement

TheraarocirrumstarlCtlsWOOl'!lorifaneeon1actlensisraquired.  
E,arnple:
Apresbyop<cemme1ropicpa'.iootwhore(μlesa+1.75DAOOwouldhave
a+7.75Dlens001lheneare-teandtheolhereyeleftwithoutcorrect,on.
Apresbyopcpatientrequirtiga+7.500ADDwhois-2500myQpcin
therifrteyearid-1.5COITT,'Opicothelefteyeffia'/ha\'slherighte-re
conectadfetdistooceandthelettuo:::orrectedformar,

AN,aysprescrbe the l;;ris p'.JWe[" for the near ete that provides optimal
nearacLA11attherri�ntolthepal.ent'shabitualreadhgdistarice.
However.whef1more1t"la!lonepowerproo.idesoptmalreadilg
perlormaoce,prescribetheleastplus(mostrruoos)ofthep:iwers.

3.TrialLensFitting
AtrialfittrJgisperformedintheclf,oetoaloNthepatenttoexperience
ll0'10YisionWTedi001.l.erlsesEJefitoccordngtothe'GeneralRttrJg
Gudeones"forbasecur10selectiondesGroed1nttus,μde.

C,Adaptation
Visual)' demardirlg s�ual,oo,, should bea,ci;jed doing theintal'M181ing
perioo.Apa1'entrnayatfrS1expc,:ic,:,c:osomemldburredvisioncizziness
headachesandafeelngofslghlimbalance.YoushookJe.x.pliw,the
adai;i1a:klnalsymptomstothepa:lont.Thesesyrrptorr1Smaylastlorabriat
rruruteorlorseveralweeks.Tl-eicflgel"thesesy11l)tomspe,-s,st.thepoorer
theprcg"lOSISforsu::cessfuadaWl!OO.
Tohelpotheoctapwtiolprocess,thepaWcanbeadasedtoli"stusethe
loosasinacomb-tablefamiarel"I\IJr'OOllootstrllasinthlhome.
Somepa1ie!itsfeelthalautornooiledrfv;ngpertormaricelll8\'riotbeoptirnal
OOrllg1h:'ladaptat;c<:1process.Thisispart.::,Jaf1ytroowhandrlllll9atrrght.  
Beforem'ITigamotor'lehicle.tffia'/berecommer;:iedthatlhepajer,tbe
apassengerfirsttomakesuretha\thetvisiooissatislacioryla"opsrntrJQ
anootOl"l"W•le.Duor,gth!frsts<M:J':ilv.ool<.solwtU"(wlDladaptatioois
occurrog/,itma1beact,,sablelorthepa'.ie<ittocfiycn/0o.xingoptirnal
drl\ing concitlom. After adaptation and success Wth thesaactt1ttlos, the
patientsholkJbeable toCliveundero\herconditmswthcautioo.

AllpatientsshouldbesuppliedwithacopyoltllePATlENT
INSTRUCTIONGUlOEfortheselenses.Copiesareavailablefo1
download rrom www.acuvue.com,

A. SelectthelnitialTrialLens
1.lnitialD,stan::eP<M'el"Selectkln

a It is very f11)0llantto deterrnirle an acwra:e distance spectacleR>;:
thsslloudbelheleastminLJS/mostr;lJspowerlhatprcradeslhebest
correctedbirooJaroodm::>nocr..lar'V1sualacwty.Vertexdlst(o:e
CO'TIJ)eosa�misgenernlJarl/neo.Jssorybrrefmcticn�±4.IDJ,IJ.Jt
:re==�obere(f.Jfad tor lowor refractions inthe casaol large

b. Thespherk::alpowerchosanmaylnclldaanadjl.Jstrnerntoccmp€<isa:e
banyU1der-correctedorover-correctedcylndefpower[se..�tt,e
refract.ooc-,'lrderpowerisdlffarffittothelenscylrlderpo>:.er1.

c. Thelenscylncleraxiscilosenwlbeasctoseaspossuletotherefract.oo
cynleraxis.

2 SelectthenearpowerofthelBnsbasedoothepat.ent'sAOOrarige
• A00-♦0.75Dto+1.25DUffiai.CJN"ooarAOOlensooeadlf!'J'El
• AOO:+l.500to+1.75Dusea"MID'nearAOOloosoneachete
• A00-♦2,000to+2,50Duooa'f,,IID"ooarADDonthedomlnant�,::iarxta  

"HGH"nearADDlensoothenoo-rorinanteye

Casahistoryandstardardclrucalc,.,a1Jat.c<:1procedL1"eshouldbeusedto
deterrninetheprognosis.Deterrninethedistaricecorrecmn0mt11enear
corroctioo.Next determine lhl near ADO.With tnalle=of theproper
pe>>ierin�e.o!Jser,,ethereactklntottusrnodeofcorrnct:on.
/Jr:NlthelBnsastooottlBb"abolJt10ITTl'l.llesdhthecci:ractpc,,yerlensas  
rlpla::e.W&llocrosstheroomoodhr,,ethepajer,tlookatyou.Assessthe
patiem'sr�ootodistanceltisioolXldetthesecircurnstarces.Thenha-.@
th! patier"IIloci-; at fITTJi<lfnear d!Jecis sud7 as a waldl law DI Jrgernails.
Aga,nassessthereactkln.Aslhepa'.ientcont,ruestolookarO!X'dtheroom  
atbothnearanddistanceoc;octs,obser,etherooctions.l)iyaltarthese
visi001testsarecompletedshol.l,jthepat.entbeaskedtoreadpml.E'l8lll:e  
thi!patient'sreactiootolargeprirt(e.g..t;·peN1itlencop1Jatfrstandlhen
�rWJEltetonewsprrt ard frely omalertypesizes.
Afterthel)al'3nt'sperfonll(lflCBi.r,r,lertheabovacCtldl:lonslscornpleted,
tests of 1"isual acuify ar;:i reading abUy ur;:iercondtonsrJm<Xlera::clyrim
I.Jmjnationsra.tlbeatt�ted.
Anin1Jl-.mlvcrsblerespuisentheolfce.whileirocativeolaguarded
prcg"1osis,sh»:Jnc1imrnediatol11UlrutamoreextensM1tnalll"mthe
usualcoodi:lons1nwhichapa'.iemfunot1cn;,

4,Adaplallon
Visual'lciem8fldings,tual,onsshouldbeavoidedcll.tingtheintalwearilg
perioo.Apat;erirnaymfrSlexperienc::eoomemldburrl!dvisicn,dzzness,
headachesandat0angof9gt,timbalarce.YoushoukJexplainthe
OOap1a:klnSy111Ptomstothepa:ient.Thesesf111)10mSm3YBStforabrief
miruteortorseveralweeks.ThehlgertheseS)'1llJtomspe,-s,st.thepoorei
theprcg"lossforsu::cesslt.ladaptaloo.
Toh!l1)11the6Wl)tatiolproc:ess,thepatiertcanbeadasedtofi"stusethe
le!lsesinacomlortablefamiarerMrormenlsLJC/lasinthehome.
Sornepa1lootsfeelthalwtomobdedrt.ingperk,rmancelll8Vriotbeoptirnal
durllgtheadaptat.ooprocess.Thisispart.::,Jaf1ytroo�drlllll9atrrght.
BeforedrilTigamotor'i!,hicle.tm3Yberecommer;:iedthatthepalieri1be
ajEssen!l!lffirsttomakesurethalthe<visiooissatisfactoryforoperutio;i
:riautorrdJle,D.iringthi!firs!se.eml'M!ei<solv.BBl"(wlDladeptatioo,s  
occurrng),itma1beadv1sablelorthepa:leotto[O\lltiveo.xingoptirnal
!tlvilgCO"ldit,ons.AfteradaptatiooardSl.CCessv,thth!lS€lacti-mies,the
patiootsholkJbeabletodriveunderothefcordtmsv,thcautioo.

Clinlcal Protocol
Johnson & Johnsofl Vision01re, Inc.

3. Alowthelensastosettleformilm.mof10minutes
4. De'_ermneLensC)"inderoodAxisOrienlaloo

Tohelpdetermne theproper crien:8tio7althetoricleris. )001 md
l'Mlp-,marymarl<sabout7mmfrorntheiEfl!ledgerepreserrJngthe
verticalpos,tioooo�posteero:tscithelertsatBarIJ12o'dxk(Fig.1�
Because tithelens" s·j'r'nmetricalstal:JllatOOl'.lesig1. Eithermilrk can
representtheverticalpos�oo-lhereisr,o1op'and 'bottom"asin
aprismbslastOOie<ls.Youdon"tneedto1'1oNbo\hmarksloass.ess
or'enta::ion;simlfl,lookbthe6o"clocl<markasyoowouldwitha
l)"isffi.balast9die<ls.

C)Figure1
Youlneedab011icroscopeanda1mmor�paraJelep,pedto
higllligNthcmarxGIYl"Enlhelansisfiltedtothe1¥3.Thoronarunbor
oftect'nlquesjtlucanusetoimprovethe..,s1bi1yofthe6o'clockmark
Us.ngaparolelewedbeamanctmed001magn,fca::ion(11b.u15".�
stov.typandcrM1thelens.lookingj.Jstbebvthe003cthoa:klnat
thlretrolurniflatedarea.BadJgtr.rJgthemarkthisWd/Shoudmake�
n1C1"evisibte.Sornet,mesmanip.Jlat.ngthelcwerhdm3Ybenecessaryto
ur.::overlhemark.

b.ObserwlensRotatioriandStal:Jity
ObOO!VElthepos�OOandstab.ityofthe'bonom·mar1<.�usuat1
stabhesatt!le6o"clocl<posit100.Wttdoes,calcuationofthe1Bns
po,..erwlbeslraightforward.The6o'clockpositooisrcta•m.,st":
hcr,•;evef.theabsofuter!Q.Jlrerne<1tislha1theax.1spositioobestable
ardrepeatable.
Toemarkm3Ystabti:esoroowhatleftornght(drlf\Jofthevert1cal
rre-Oananddi �9)'WtoSt a tmclITTlfutr.at ei·e,aslmg asthe
lensalwaysreturnstothesame"&iltaxis"posit1001a!1c,-settlng.Tt-e
d!Matm can be CO'TIJl!ll188tedbr1n thefoalprescrp::m. YcuOOjectile
1stoflflSLl"ethatwhatcwerposit:oothenitialb-lsassU1iesnear6o"dock
ttusposi:klnmustbestableandrepeatable.'MthhJetelTIO'IOOfflor
h0a'f\'t::lrk,)0Uffilfj'seethemarksswingawa/.buttheyrrustreturn
QLJ0::ktylolheetiginalstableposruc,;,.�thelensdoesrctre1o.mcμ:::kf/.
youma1needloselectadifferentlens.

c.�
lmaginet!le�,:,asaclockdialandllY<li)'hourrepresantSa30"ilter,al.
lfthecriootatioomarkritheinij1allensstabillressomewhatletrornght
cithe'!!,rtcalpositimlrnfi1alklnswloriootoothee/flwilhth!lsEJne

5. OtllerSuggestions
Thesuccess ti lhe moricr11SJontech1iQuelll8\'beluiherirrμoved bytia,,i,g
yru-pa10rllk:b·1thesuggest1ombebw
• Ha.-eatturdcontactlens(distaocepower]toLMwhMcrtcidistance

viewuig�needed.
• Ha,eathJrdcontactlEfl!l(nearpower)towewhencri:ICalnearoo·mg

_,,,,>,d
• Havi1g�entalspectadesto'NfWO\erlhelllCOCMs1oocootact

lensesforspeaficvisuillasksma/mprovethesu::cesscJITIO:"KMSIOO
cwectmToisispar1ICl.tlrly�bleforthosepatientswhocarnot
meeltheirsta�drr.el"'slceooerequi"emenlswtharl'01(Msioncorrec1Jon.

• Makeuseofproperl,mnationwhMcarryi,gout..,siJaltasks.
Mcrmvisi:Jnfilt,ngru:::cesscanbeirnp-0\/edwiththefrb,yingrugg�sticrrs
• Ae'\'ersethed1slarlceandneareyes�apaterl1ishavingtroutleadaplr'g.
• Ref1iethelensp111·.eisiflhe<eist11JWlew·thadaptat1on.ko..ra'.elens

power is cr�ieal for presb)'op.:: pa'.ie<its.
• Emphasi.:ethebenefitsrideorneor..,sooandstraghtffleadand

upwardgazel".'ithmoncr,,son.
Thedecisiontofitapa:ientwthmooOYis100WJeclionismosta�otely
lefttothlq,€CareProfessiooalrl�U1ctonw·ththlpa:ie<itattercarefuty
consideringthel)alent'sneeds.
AllpatlentsshouldbesupplledwithacopyolthePATlENT
INSTRUCTIONGUIOEfortheselenses.Copiesareavailablefor
downloadfrornwww.acuvue.com.

• Followtheaccep1edstandardofcareinfinin9andfollowingup
withyourpatien1.

• Sclledule1heapp,oprlatelollow-upexarnlnallon,
• Preferably,atlhefollow-upvisits,lensesshouldhavebeenworn

loralleastslxhours.
• ProvidethepatienlwithacopyolthePATIENTINSTRUCTION

GUIOEfor theselenses,whichcanbefoundat www.acuvue.com.
REVIEWTHESEINSTRUCTIONSWITHTHE PATIENT SO THATHE
OR SHECLEARLYUNOERSTANDSTHE PRESCRIBED WEARING
ANDREPLACEMENTSCHEDULE!DAILYDISPOSABLE).

5. F,nalLe!1sPower
Whentheci'.qlost1c1Bnshasitsa>1salgoodinthesarnemerkiar1asthe
pa'.ie<it'srefractr..eaxis.aspherCX¥rU"1c.alcr,eHe�actoomaybeperformed
and"sualacwtydetermfled.Howeler,inthecaseofcrossedaxes,s,xhas
whenthe lliagnosliclellSaris isdifferent fromthespectaclecylnderaxis,it
isrlO!advisablatop,¥fonnafulsi::,'lerocyllrldi1cJlcr.�r-refractloobeca1.1se
rithedtfio..ltyinCO'TμJtingtheresultantpcMer,Aspherical=-refractiul
l',ithoutc-/1,rderrafractioomaybeperformed.
FortheSpllere:
�ep'lore Ax� ±4.000, ccmpensalo for \l8l10)( dstal'ICEI. ltsrh:,"e
Rx�±4.000. vertexCO'TIJ)eosa�misQ€rJ61al1ncxneoessary, t-oweier
ma/berequifedlorlarger,ertexdislarlcss.
FortheCylinder:
AdjUstthlaxisbythedittooglousongthlLARSrooth)j.
Casehamptes

Example1
IAanif&t(spectaclelrefr�oo
O.D.-2.5C0/-1.75Dx180"2W20
0.S,·2.00Dl-1.00Dxl80"''20/20
89c:auseaID"lclenswith-1.0ClDc,linderv,lleaw-0.750oftJ1corrected
�JnOarl1thon[tnll)·e.yourn,ghtchoosotoad0-0.250sp'lareto
comper,sate,asshownWJw.Chooseadiaglosl,clensloreacheye
,,.,Ithanaxis 180". Placethelem on each�and 8™ a mnlm..nl of 10
rriruteslorrttoequlbrate.based001thepat:ent'sintlolresponselothe
lens.ffthelenshasrolye1stabized,rechecklllllstable.
Checktheorienta�onoftheax1smark.lttnebottomaxism8rkisi'1the6  
o'clockpositioooobolh�s.noaxisadjustment�needad.ffrholons
has110t1etstabitized,redlecl<lXdsrnt:le.
H€<8istheRx:Prescribed:
O.D.-2.75fJ/-1.00Dx180"'
O.S.·2.00D/-7.00Dx180'

Thewearingschedlksh:>uldbedetermi1edbytheEyeCareProfewonal.
Fle,gtAarcileck�,ascle�minedb'tlhef\·eCareProlessional,arealso
extremelyrl1portar11.
Patientstendtocr10rv.earthelense.sin��-Theq,€CareProfessiooalshoud
emphas,.:ethernpQrtariceolacherilgtotheiritialmaxirruTiwearilgschedute.
IAaxl'numwaaringt.mestouldbedeteITTJfledtio,,theE)'SCareProfessional
based1..pc,11hepat,ern'sphys1ologic:illl'jf!conctt,on,boc:auseir(iv0Jal
responsetocontactlensesvaC'3s.
Themaxillll"Tisuggestedwearingtmelortheselensesis:

Oay Hours
, ca
2 8-10

5and'after al wakinghours

These1Bnsesareind1catedbdaiydispos8t:lewearandshoudbediscarded
L.fl(lnlOO'Ol"al.

Whenlensesaredispensed,theEyecareProfessionalshoutdprovidethe
pa'.ie<itwthappropriateandadeqtJa�warningsandins'.ructklnsfordaty
disposablolens"NOOr.
TheEyecareProless.onalshoukJr!Me\,wi:hpatientsthatnodearwlgor
disinfectionisneededwithdisposatlelenses.Pa1entsshouldJl. ... aysd,sposeot
IBnseswhentheyareremcr.edaridhal.esparelBnsesorspectadesaiailoole.

• Amayswash,ri1se,.:nctcJryhandsbeforehardingeon1actler,ses.
• Dorctusesalvaor8fl')'th,ngotherthanthereconrnoodedsci.rtioosb

l.b:lcat,ngorr8l·l!lttinglenses.Donc1putlensesinlhemouth.
• EyeCareProl€ssiooi!;ma1recomrrierdall.oricatog/r�ttngsofuuon

,,.,ttthcanbeusadtowet[U;,rtca'.e]lensaswttiletha)'arebeing,10mto  
makettiemnlCl"ecornfortable.

Example2
IAarlifest(spectacie)rafracloo
O.D.-3.00D/-7.00Dx90"2W20
O.S.-4.750/-l.25Dx00",,;)l20
Sincethemanilestrelractklninthelefte-recaledforapowerof-4.750.
compensat.ngforvertexdistancelhesphare,sraducedby0.25Dto
-4.500.C/loose adiagnost:c lens rJ-3.000/-1.000 x 90'1ortheri,t,t
�ood-4.50D1-1.00DxOO"lorlhllefte'{ll,theooarastk:,nsooavailable
tothepowe<ardaxisneeded.Placethelensooeacheyeandalcwa
rniruIT11Jmol10miruteslor�toequlbrate,basedoothepatient"sinJt,al
rospcnsotothelons.WtholenshasrctyotS1abizedred'€ci<llltlstat1o.

Thebottomor8ltaaonmarkootherg,lle<lsrotatesleflfrorn
lhe6o'clockpositimby10'aridremai'lsstableinthisir,sjtoo.
COl11pensatelhe70"axisdrifttothelefttio,,ildd,ngittothernanilest
refractiooa>1s.
Hereisthefl>:Prescribed:
0.D.-3.00Dl-1.00DxlOO'

TheboHomorle<ltaliorlmarkootheleftlensroui1esrightfrorn
1he6o'drllp09tmll')'11J'ardremoinsSlableinthspos.�lon.
Cornpema:ebt!lelO"axlsOOfttotheri!jllbysubtractrlgltfrom
themanrtestrefracmnaxis.
l-loraisthefl>:Proscribed:
O.S.-4.5C0/-1.000x80'

6. AJcr,v1helBnstosettlsforarrinmxn10mrutes
7. Assessd,stariceoodnearv,s1c<:1bfl0Cl.larly�d�
8.0emonstratethe,isklnU1der-ariouslight.ngcond1tions(normaland

decreasedbina:,xijillxta1distanca,rl1€fflledlatear;:iooar
9. IAakeadf.,stments1npov.erasnecessarybasedonlhedistance

cr.�r-refraction.Theuseofhan(l.holdtriallensesisrecornmended.
Checkthe,mpactoodistanceardnearVISIOCI.

10. N,isionisstilLW1acceptablo,rnlkaadjustm€<l\Sinpo.verasnecessary
(see"MultifocalToricTroubleshooling"beb>·�.lfdistanceandnear
visooareac�ablo,perbmaslitl'lnlJexarrinat,ontoassessad.q.Jate
ft (certratklnandITIO"lellffl� l Ot1s scceptable, Uspensethelenses
instruct,ngthepalienttorelll"nasperslarldardo!ra-e(seePATIENT
MANAGEMENTsectiol1).

Carefo1aSlicking(Non-Movingtlens
DcoY;irerroial,iftheO'!tlsstickstotheeye,thepalientshoutdbeinstructed
toapptyafeNO'Ol)softherecorm1emled1Jtricat.ngorre.,etmgsofu'.,on
drectf1totheei-eandwa1tunMthelensbegnstorno,.,efreelyonthee/flbefOl'e  
rem:Mng it.�non-movemenot f the lens con:irues ater a tewmrotes, the
pa:1€o1tsh:JoidinTrleciatet1consiJttheE)'8Ca,eProfessblal.

ThepatJents/loudbenformedthatifcherricalsriin!knd(toosetdd
prcdlcts,gardeongsofutions,laboratorychemicals,etc.)ilresplashedinto
theeyes,lhepat.entshooJ:l:FUJSHEYESIMIAEDIAffiYl';tTHTAPWATER
ANDIMtAEOIATB.YCONT.ICTTHEEYE GAit PAJFESSnNALORVISIT A
1-QSATALEMERGENCYf()QMWITHOlJTCHAY.

AJlstriousadverseexperiences:ridedversereaclKITTSobsenedinpal1ents
wearrJgtheselensesorexperiencedwiththelensessho.Adbereportadlo

Jotnsoo&JohnsonVisioriCare.hc.
7500CentuionParkway

Jac!<sonvJe,FL32256
us,

Tct1-800.843-2()20

OJo'roon&JotnsooV,sonCare.lnc.20'24
lllCarlada:Jotnsoo&JohrlsooVtsi()nCara,aiJ.�,onofJoonson&..k'.:mson

10:nrla)lnc.
lnUSA:Jotnsoo&Johrlsool/isioriCarnlric.

Prfltedinl.lSA
SAPPartNumber:20602210

fmsrnDcr.e:10/2023
A3\isklnNurnber: AOMX�IF-10-2:3-00

B. Mult�ocalToricTroubleshooting
UnacceptableNea,Vlslon:
lfitnl3Sbeendeterrr.-edthatmchangeisrequredbasedoothec,,<er-refractkln.
thenadd,0.25Dtothesphencal!X)'.1erri\Mr,oo.domi1an\8')<e.
Unacceptable Distance Vision:
lfithasbeendeteiminedlhatrochoogeisrequredbasedc<:11:hecr.er-retraction,  
thenrnakethechangesasli!r.edbebw

• lflhepat.ent1S"NOOrilgtwo"IJ:Jl("ADDlenses,charigethedominan1  
eye toan AUNU�OASYS MAX 7-DayContact Leresphere loos•�itha
powerocμiltothesptmcalrq.malentdstancel)"escripl,on.

• ltthepat.entiswearilgtwo"MID'AOOie!ises.charrgetheA.COpowerrJ
thadcmnant(}/fltothe'LCM'"ADDpc,,yer,

• If the pat:ent is wearilg a "MIO' ADD Oltls1n thedoniN.nt eyeand a
'HGt-r AOO lens rl tho non-domflarll ei-e, change thenon-dominanteye
toa"IIIID'A00ie<lsandadd+0.25Dtothed,stance�r.

Onc8th8d"largesh8'1eboonm."tdeforthotrrut:leshoD1rJgrepoo1S1ops3-G  
("Selectthelntallriallensjtoassessf1hevisionisacceptable.

C. Adaptation
Visualydemand,ngsitootionsshooJ:lball'lodedcuirgtheiniti:ilwearir,g
period.A1Etientn1a1atfi"stsxperierulsornl!rllld�urrsdvisoo,diuooss
headadlesandafeelogrisligilll'nbillancs.Youciioulde):pla,ntheadapta'.iorial  
s;mpt0111stothepatient.Theses)'rllpt0111smaylastforat:ttefrn11JJteorfor
several l'leeks. Thelonger thesesymptoms pars1st. the poorertheprogms1sb
s,x;cessfuadapta:00.
Tot-;j;)intheedaptatklnprocessthep<it.entcanbead\iisedtofi"sf:uiethe
lenses1nacomtortablofamiliararr,-tonrl)iontSlJChasinthatv"ne.
Somepatents feel lhalautomobk drMrig pefformance may not be optl'Oal
durtllatheadapta:ooprocess.Thislspartkuarlytrue,·ihendftlrlgatnlght
Bebelhvngamotorvehlcil.rtmayberecommendedttiatthepat•entbea
passengerfrsttoma1<.erurethattheirvis,onissat.�or1fcr�eratmgan
autorrwle.DJrrJgthefi"stsev8'al,1eeksri'M!Erf>'henadaptatmisoc:urring\
tmaybead\isableforthel)al.enttoonlydrivedurngopt1111aldrMngcondtoos.  
AfteriJdaptationandsllCCess,·.HhlheseacMics,thepatientshool:ibeablcto  
driveU10cl"O!hercondtionswi:hcauton.
AlpalientsshooldbesuppliedwithacopyolthePATIENT
lNSTAUCTlONGUIDEfortlleselenses.Copiesareavailablefor
downloadat www,acuvue,com,

PACKAGEINSERT &FITTINGINSTRUCTIONGUIDE

Acuvue• OASY'S MAX1-oay contact Lenses

ACUYUF OASYS MAX 1-0ay MULTFOCAL Contacl Lenses

ACUYUF OASYS MAX 1-Day MULTFOCAL Contacl Ll!flses
!or ASTIGMATISM

oonofib:JnASoft(hydroph1l1c)Co!llacllenses
for Daily Disposable Wear

CNJTl)ttU.S.Feoeralla,irestrctstlJi:sdevicetosakllJy
ciontheciOOlciallcl'!1sedpractitkJ'er.

_eccc

http://www.11cuvue.com/
http://www.acuvue.com/
http://www.acuvue.com/
http://www.acuvue.com/


Page 86 of 176  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
CR-6612, v 3.0 JJVC CONFIDENTIAL 

Folded: 2.75"x 4.25" 
Flat: 11" x 17" 

Infuse SVS / Multifocal / Astigmatism PIFG Ins / US / Internal/Web 

8191603 5573 

N/A 

 
 



11 12 13 14 

Page 87 of 176  

2 

 

TABLE OF CONTENTS MONOVISION FITTING GUIDELINES 16 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

CAUTION: Federal law restricts this device to 

sale by or on the order of a licensed practitioner. 

Bausch & Lomb Incorporated 

1400 North Goodman Street 

Rochester, NY 14609 USA 

www.bauschinfuse.com 

®/TM are trademarks of Bausch & Lomb Incorporated or its affiliates. 

© 2023 Bausch & Lomb Incorporated or its affiliates 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Characteristics of a Tight (Steep) Lens 13 

Characteristics of a Loose (Flat) Lens 13 

Follow-Up Care 13 

TORIC FITTING GUIDELINES 14 

MULTIFOCAL FITTING GUIDELINES 15 

Lens Selection 15 

Lens Fitting 15 

To Refine Near Vision 15 

To Refine Distance Vision 15 

Patient Education 16 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

CAUTION 

Federal law restricts this device to sale by or on the order of a licensed practitioner. 

IMPORTANT 

This Package Insert and Fitting Guide has been developed to 

provide practitioners with information covering characteristics of the 

Bausch + Lomb INFUSE
® 
(kalifilcon A) One-Day Soft (Hydrophilic) Contact 

Lens, Bausch + Lomb INFUSE
® 
Multifocal (kalifilcon A) One-Day Soft 

(Hydrophilic) Contact Lens, and Bausch + Lomb INFUSE
® 
for Astigmatism 

(kalifilcon A) One-Day Soft (Hydrophilic) Contact Lens and to illustrate fitting 

procedures. It is effective as of revision date on cover and supersedes all prior 

fitting guides for the product described. Please read carefully and keep this 

information for future use. 

This package insert and fitting guide is intended for the eye care practitioner, but 

should be made available to patients upon request. The eye care practitioner 

should provide the patient with the patient instructions that pertain to the patient’s 

prescribed lens and the recommended wearing schedule. 

Printed in the USA Rev. 2023-07 

8191603 2 

 

DESCRIPTION 

The Bausch + Lomb INFUSE
® 
lens material, kalifilcon A, is a hydrophilic 

copolymer of 2-hydroxyethyl methacrylate and N-vinylpyrrolidone and is 

55% water by weight when immersed in a saline solution. A benzotriazole 

UV-absorbing monomer is incorporated into the manufacturing process to block 

Ultraviolet (UV) radiation. The transmittance characteristics are less than 5% 

in the UVB range of 280nm to 315nm and less than 50% in the UVA range of 

316nm to 380nm. This lens is tinted blue with Reactive Blue Dye 246. 

The physical/optical properties of the lens are: 

Specific Gravity: 1.029 

Refractive Index: 1.4011 

Light Transmittance: C.I.E. Y value - approximately 99% 

Water Content: 55% 

Oxygen Permeability (Dk): 107 x 10
–11 

[cm
3
O (STP) x cm]/(sec x cm

2 
x mmHg) 

@ 35°C (Polarographic Method) 

The lens is to be prescribed for single-use disposable wear and is to be discarded 

after each removal. 

 

 

Typical transmittance profile of kalifilcon A (55% water) lenses vs a Human Cornea 

and Human Lens: 

1. Human crystalline lens from a 25-year-old person as described in Waxler M., 

Hitchins V.M., Optical Radiation and Visual Health, CRC Press, Boca Raton, 

Florida, 1986, p.19, fig. 5 

2. Human Cornea from a 24-year-old person as described in Lerman, S., 

Radiant Energy and the Eye, MacMillan, New York, 1980, p.58, fig. 2-21 

3. Kalifilcon A (55% water) Soft Contact Lens, -1.00D Power, Nominal Center 

Thickness 0.08 mm 

These lenses contain a UV Blocker to help protect against transmission of 

harmful UV radiation to the cornea and into the eye. 

Warning: 

UV-absorbing contact lenses are NOT substitutes for protective 

UV-absorbing eyewear, such as UV-absorbing goggles or sunglasses, 

because they do not completely cover the eye and surrounding area. 

The patient should continue to use UV-absorbing eyewear as directed. 

Note: 

Long-term exposure to UV radiation is one of the risk factors associated with 

cataracts. Exposure is based on a number of factors such as environmental 

conditions (altitude, geography, cloud cover) and personal factors (extent 

and nature of outdoor activities). UV-blocking contact lenses help provide 

protection against harmful UV radiation. 

Note: 

The effectiveness of wearing UV-absorbing contact lenses in preventing or 

reducing the incidence of ocular disorders associated with exposure to UV 

light has not been established at this time. However, clinical studies have not 

been done to demonstrate that wearing UV-blocking contact lenses reduces 

the risk of developing cataracts or other eye disorders. Patients should be 

instructed to consult the eye care practitioner for more information. 

CONTACT LENS PARAMETERS AVAILABLE 

The Bausch + Lomb INFUSE
® 
(kalifilcon A) One-Day Soft (Hydrophilic) Contact 

Lens is a hemispherical shell of the following dimensions: 

Diameter: 14.2mm 

14.5mm (Astigmatism) 

Center Thickness: 0.05mm to 0.75mm (varies with power) 

Base Curve: 8.6mm 

Powers (Spherical): +6.00D to -6.00D in 0.25D steps 

-6.50D to -12.00D in 0.50D steps 

Powers (Presbyopia): +6.00D to -10.00D in 0.25D steps 

Add Powers: Low (+0.75D to +1.50D) and High (+1.75D to +2.50D) 

Powers (Astigmatism): +4.00D to -6.00D in 0.25D steps 

-6.50D to -9.00D in 0.50D steps 

Cylinder Powers: -0.75D, -1.25D, -1.75D, -2.25D, and -2.75D 

Axis: 0° to 180° 

Additional parameters may be introduced over time; check periodically for 

product availability. 

HOW THE LENS WORKS (ACTIONS) 

In its hydrated state, the Bausch + Lomb INFUSE
® 
(kalifilcon A) One-Day Soft 

(Hydrophilic) Contact Lens, Bausch + Lomb INFUSE
® 
Multifocal (kalifilcon A) 

One-Day Soft (Hydrophilic) Contact Lens, and Bausch + Lomb INFUSE
® 
for 

Astigmatism (kalifilcon A) One-Day Soft (Hydrophilic) Contact Lens when placed 

on the cornea, acts as a refracting medium to focus light rays on the retina. 

The transmittance characteristics are less than 5% in the UVB range of 280nm to 

315nm and less than 50% in the UVA range of 316nm to 380nm. 

INDICATIONS 

SVS 

The Bausch + Lomb INFUSE
® 
(kalifilcon A) One-Day Soft (Hydrophilic) Contact 

Lens is indicated for the daily wear correction of refractive ametropia (myopia and 

hyperopia) in aphakic and/or non-aphakic persons with non-diseased eyes, exhibiting 

astigmatism of 2.00 diopters or less, that does not interfere with visual acuity. The lens 

may be prescribed in spherical powers ranging from +20.00D to -20.00D. 

Presbyopia 

The Bausch + Lomb INFUSE
® 
Multifocal (kalifilcon A) One-Day Soft 

(Hydrophilic) Contact Lens is indicated for daily wear for the correction of 

refractive ametropia (myopia and hyperopia) and presbyopia in aphakic 

and/or non-aphakic persons with non-diseased eyes, exhibiting astigmatism 

of 2.00 diopters or less, that does not interfere with visual acuity. The lens may 

be prescribed in powers ranging from +20.00D to -20.00D with add power 

ranging from +0.75D to +5.00D. 

Astigmatism 

The Bausch + Lomb INFUSE
® 
for Astigmatism (kalifilcon A) Soft (Hydrophilic) 

Contact Lens is indicated for daily wear for the correction of refractive ametropia 

(myopia, hyperopia, and astigmatism) in aphakic and/or non-aphakic persons with 

non-diseased eyes, exhibiting astigmatism of up to 5.00 diopters, that does not 

interfere with visual acuity. The lens may be prescribed in powers ranging from 

+20.00D to -20.00D. 

The lens is to be prescribed for single-use disposable wear and is to be discarded 

after each removal. 

CONTRAINDICATIONS 

(REASONS NOT TO USE) 

DO NOT USE the Bausch + Lomb INFUSE
® 
(kalifilcon A) One-Day Soft 

(Hydrophilic) Contact Lens, Bausch + Lomb INFUSE
® 
Multifocal (kalifilcon A) 

One-Day Soft (Hydrophilic) Contact Lens, or Bausch + Lomb INFUSE
® 
for 

Astigmatism (kalifilcon A) One-Day Soft (Hydrophilic) Contact Lens, when any 

of the following conditions exist: 

• Acute and subacute inflammation or infection of the anterior chamber of 

the eye 

• Any eye disease, injury, or abnormality that affects the cornea, conjunctiva, 

or eyelids 

• Severe insufficiency of lacrimal secretion (dry eyes) 

• Corneal hypoesthesia (reduced corneal sensitivity) 

• Any systemic disease that may affect the eye or be exaggerated by wearing 

contact lenses 

• Allergic reactions of ocular surfaces or adnexa (surrounding tissue) that 

may be induced or exaggerated by wearing contact lenses or use of contact 

lens solutions 

• Any active corneal infection (bacterial, fungal, or viral) 

• If eyes become red or irritated 
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WARNINGS 

After a thorough eye examination, including appropriate medical background, 

patients should be fully apprised by the prescribing eye care practitioner of all 

the risks with contact lens wear. Patients should be advised of the following 

warnings pertaining to contact lens wear: 

• Problems with contact lenses and lens care products could result in 

serious injury to the eye. It is essential that patients follow their eye care 

practitioner’s direction and all labeling instructions for proper use of lenses 

and lens care products, including the lens case. Eye problems, including 

corneal ulcers, can develop rapidly and lead to loss of vision. 

• Daily wear lenses are not indicated for overnight wear, and patients should 

be instructed not to wear lenses while sleeping. Clinical studies have 

shown that the risk of serious adverse reactions is increased when daily wear 

lenses are worn overnight. 

• Studies have shown that contact lens wearers who are smokers have a higher 

incidence of adverse reactions than nonsmokers. 

• If a patient experiences eye discomfort, excessive tearing, vision changes, or 

redness of the eye, the patient should be instructed to immediately remove 

the lenses and promptly contact his or her eye care practitioner. 

• Patients should be instructed not to expose their contact lenses to water while 

wearing them. Water can harbor microorganisms that can lead to severe 

infection, vision loss, or blindness. If their contact lenses have been submersed 

in water when swimming in pools, lakes, or oceans, the contact lenses should 

be discarded and replaced with a new pair. Recommendations for wearing 

lenses during any water activity should be discussed with the patient. 

PRECAUTIONS 

Special Precautions for Eye Care Practitioners 

• Due to the small number of patients enrolled in clinical investigation of lenses, 

all refractive powers, design configurations, or lens parameters available in 

the lens material were not evaluated in significant numbers. Consequently, 

when selecting an appropriate lens design and parameters, the eye care 

practitioner should consider all characteristics of the lens that can affect lens 

performance and ocular health, including oxygen permeability, wettability, 

central and peripheral thickness, and optic zone diameter. 

• The potential impact of these factors on the patient’s ocular health should 

be carefully weighed against the patient’s need for refractive correction; 

therefore, the continuing ocular health of the patient and lens performance on 

the eye should be carefully monitored by the prescribing eye care practitioner. 

• Patients who wear contact lenses to correct presbyopia may not achieve the 

best corrected visual acuity for either far or near vision. Visual requirements 

vary with the individual and should be considered when selecting the most 

appropriate type of lens for each patient. 
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• Eye care practitioners should instruct the patient to REMOVE THE LENS 

IMMEDIATELY if the eye becomes red or irritated. 

• Fluorescein, a yellow dye, should not be used while the lenses are on the eyes. 

The lenses absorb this dye and become discolored. Whenever fluorescein is used 

in eyes, the eyes should be flushed with sterile saline solution that is recommended 

for in-eye use. 

• The patient should be instructed to always discard disposable lenses and lenses 

worn on a frequent/planned replacement schedule after the recommended 

wearing schedule prescribed by the eye care practitioner. 

• As with any contact lens, follow-up visits are necessary to ensure the continuing 

health of the patient’s eyes. The patient should be instructed as to a recommended 

follow-up schedule. 

• Aphakic patients should not be fitted with Bausch + Lomb INFUSE
® 

(kalifilcon A) One-Day Soft (Hydrophilic) Contact Lenses, Bausch + Lomb 

INFUSE
® 
Multifocal (kalifilcon A) One-Day Soft (Hydrophilic) Contact Lenses, 

or Bausch + Lomb INFUSE
® 
for Astigmatism (kalifilcon A) One-Day Soft 

(Hydrophilic) Contact Lenses, until the determination is made that the eye has 

healed completely. 

• The lenses are prescribed for disposable wear and are to be disposed of once 

they are removed from the patient’s eye. It is important that patients be instructed 

to always have available a pair of replacement lenses. In the event that a lens must 

be removed from the eye because of dust, a foreign body or other contaminant 

gets on the lens, or the lens becomes dehydrated, the lens should be removed and 

replaced with a replacement lens. 

• Eye care practitioners should carefully instruct patients about the following safety 

precautions. It is strongly recommended that patients be provided with a copy 

of the Patient Information Booklet for Bausch + Lomb INFUSE
® 
(kalifilcon A) 

One-Day Soft (Hydrophilic) Contact Lens/Bausch + Lomb INFUSE
® 
Multifocal 

(kalifilcon A) One-Day Soft (Hydrophilic) Contact Lens/Bausch + Lomb 

INFUSE
® 
for Astigmatism (kalifilcon A) One-Day Soft (Hydrophilic) Contact 

Lens, available from Bausch + Lomb, and understand its contents prior to 

dispensing the lenses. 

Handling Precautions 

• Always wash and rinse hands before handling lenses. Do not get cosmetics, 

lotions, soaps, creams, deodorants, or sprays in the eyes or on the lenses. It is best 

to put on lenses before putting on makeup. Water-based cosmetics are less likely 

to damage lenses than oil-based products. 

• Be sure that before leaving the eye care practitioner’s office, the patient is able to 

remove lenses promptly or have someone else available to remove them. 

• Be certain that the fingers or hands are free of foreign materials before touching 

lenses, as microscopic scratches of the lenses may occur, causing distorted vision 

and/or injury to the eye. 
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• Always handle lenses carefully and avoid dropping them. 

• Do not touch the lens with fingernails. 

• Carefully follow the handling, insertion, removal, cleaning, disinfecting, 

storing, and wearing instructions in the Patient Information Booklet for the 

Bausch + Lomb INFUSE
® 
(kalifilcon A) One-Day Soft (Hydrophilic) Contact 

Lens/Bausch + Lomb INFUSE
® 
Multifocal (kalifilcon A) One-Day Soft 

(Hydrophilic) Contact Lens/Bausch + Lomb INFUSE
® 
for Astigmatism 

(kalifilcon A) One-Day Soft (Hydrophilic) Contact Lens and those prescribed 

by the eye care practitioner. 

• Never use tweezers or other tools to remove lenses from the lens container unless 

specifically indicated for that use. Pour the lens into the hand. 

Lens Wearing Precautions 

• Never wear lenses beyond the period recommended by the eye care practitioner. 

• If the lens sticks (stops moving) on the eye, follow the recommended directions 

in CARE FOR A STICKING (NON-MOVING) LENS. The lens should move 

freely on the eye for the continued health of the eye. If non-movement of the lens 

continues, the patient should be instructed to immediately consult his or her eye 

care practitioner. 

• Avoid, if possible, all harmful or irritating vapors and fumes while wearing lenses. 

• If aerosol products are used while wearing lenses, exercise caution and keep eyes 

closed until the spray has settled. 

Topics to Discuss with the Patient 

• As with any contact lens, follow-up visits are necessary to ensure the continuing 

health of the eyes. The patient should be instructed as to a recommended 

follow-up schedule. 

• Patients should be advised about wearing lenses during sporting and 

water-related activities. Exposure to water while wearing contact lenses in 

activities such as swimming, water skiing, and hot tubs may increase the risk of 

ocular infection including, but not limited to, Acanthamoeba keratitis. 

• Always contact the eye care practitioner before using any medicine in the eyes. 

• Certain medications, such as antihistamines, decongestants, diuretics, muscle 

relaxants, tranquilizers, and those for motion sickness may cause dryness of the 

eye, increased lens awareness, or blurred vision. Should such conditions exist, 

proper remedial measures should be prescribed. Depending on the severity, 

this could include the use of lubricating drops that are indicated for use with soft 

contact lenses or temporary discontinuance of contact lens wear while such 

medication is being used. 

• Oral contraceptive users could develop visual changes or changes in lens 

tolerance when using contact lenses. Patients should be cautioned accordingly. 
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Who Should Know That the Patient is Wearing Contact Lenses 

• Patients should inform their doctor (health care professional) about being a 

contact lens wearer. 

• Patients should always inform their employer of being a contact lens wearer. 

Some jobs may require the use of eye protection equipment or may require 

that the patient does not wear lenses. 

ADVERSE REACTIONS 

The patient should be informed that the following problems may occur: 

• Eyes stinging, burning, itching (irritation), or other eye pain 

• Comfort is less than when the lens was first placed on the eye 

• Abnormal feeling of something in the eye (foreign body, scratched area) 

• Excessive watering (tearing) of the eyes 

• Unusual eye secretions 

• Redness of the eyes 

• Reduced sharpness of vision (poor visual acuity) 

• Blurred vision, rainbows, or halos around objects 

• Sensitivity to light (photophobia) 

• Dry eyes 

If the patient notices any of the above, he or she should be instructed to: 

• Immediately remove the lenses. 

• If the discomfort or problem stops, then look closely at the lens. If the lens is in 

any way damaged, do not put the lens back on your eye. You should discard 

the lens and insert a new lens on the eye. If the problem continues, you should 

immediately remove the lenses and consult your eye care practitioner. 

• If the above symptoms continue after removal of the lens, or upon reinsertion 

of a lens, or upon insertion of a new lens, the patient should immediately 

remove the lens and contact his or her eye care practitioner or 

physician, who must determine the need for examination, treatment, or 

referral without delay. (See Important Treatment Information for Adverse 

Reactions.) A serious condition such as infection, corneal ulcer, corneal 

vascularization, or iritis may be present and may progress rapidly. Less serious 

reactions such as abrasions, epithelial staining, or bacterial conjunctivitis must 

be managed and treated carefully to avoid more serious complications. 
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Important Treatment Information for Adverse Reactions 

Sight-threatening ocular complications associated with contact lens wear 

can develop rapidly; therefore, early recognition and treatment of problems 

are critical. Infectious corneal ulceration is one of the most serious potential 

complications and may be ambiguous in its early stage. Signs and symptoms of 

infectious corneal ulceration include discomfort, pain, inflammation, purulent 

discharge, sensitivity to light, cells and flare, and corneal infiltrates. 

Initial symptoms of a minor abrasion and an early infected ulcer are sometimes 

similar. Accordingly, such epithelial defect, if not treated properly, may develop 

into an infected ulcer. In order to prevent serious progression of these conditions, 

a patient presenting symptoms of abrasions or early ulcers should be evaluated as 

a potential medical emergency, treated accordingly, and be referred to a corneal 

specialist when appropriate. Standard therapy for corneal abrasions such as eye 

patching or the use of steroids or steroid/antibiotic combination may exacerbate 

the condition. If the patient is wearing a contact lens on the affected eye when 

examined, the lens should be removed immediately, and the lens and/or lens 

care products retained for analysis and culturing. 

SELECTION OF PATIENTS 

The eye care practitioner should not fit patients who cannot or will not adhere to 

a recommended care or replacement regimen or who are unable to place and 

remove the lenses. Failure to follow handling and cleaning instructions could lead 

to serious eye infections which might result in corneal ulcers. 

Patient communication is vital because it relates not only to patient selection 

but also to ensure compliance. It is also necessary to discuss the information 

contained in the Patient Information Booklet with the patient at the time of the 

initial examination. 

Patients selected to wear Bausch + Lomb INFUSE
® 
(kalifilcon A) One-Day Soft 

(Hydrophilic) Contact Lenses, Bausch + Lomb INFUSE
® 
Multifocal (kalifilcon A) 

One-Day Soft (Hydrophilic) Contact Lenses or Bausch + Lomb INFUSE
® 
for 

Astigmatism (kalifilcon A) One-Day Soft (Hydrophilic) Contact Lenses should 

be chosen for their motivation to wear contact lenses, general health, and 

cooperation. The eye care practitioner must take care in selecting, examining, 

and instructing contact lens patients. Patient hygiene and willingness to follow 

practitioner instructions are essential to their success. 

A detailed history is crucial to determining patient needs and expectations. 

Your patient should be questioned regarding vocation, desired lens wearing 

time (full or part time), and desired lens usage (reading, recreation, or 

hobbies). 

CR-6612, v 3.0 

Initial evaluation of the trial lens should be preceded by a complete eye 

examination, including visual acuity with and without correction at both distance 

and near, keratometry, and slit lamp examination. 

It is normal for the patient to experience mild symptoms such as lens awareness, 

variable vision, occasional tearing (watery eyes), and slight redness during the 

adaptation period. Although the adaptation period varies for each individual, 

generally within one week these symptoms will disappear. 

If these symptoms persist, the patient should be instructed to contact his or her 

eye care practitioner. 

PRACTITIONER FITTING SETS 

Lenses must be discarded after single-use and must not be used from patient to patient. 

GENERAL FITTING PROCEDURE 

1. Pre-Fitting Examination 

A pre-fitting patient history and examination are necessary to: 

• Determine whether a patient is a suitable candidate for contact lenses (consider 

patient hygiene and mental and physical state). 

• Make ocular measurements for initial contact lens parameter selection. 

• Collect and record baseline clinical information to which post-fitting examination 

results can be compared. 

A pre-fitting examination should include spherocylinder refraction and 

Visual Acuity (VA), keratometry, and biomicroscopic examination. 

2. Initial Lens Power Selection 

a. Lens power is determined from the patient’s spherical equivalent prescription 

corrected to the corneal plane. 

b. Select the appropriate lens and place on the eye. Allow the lens to remain on the 

eye long enough to achieve a state of equilibrium. Small variations in the tonicity, 

pH of the lens solutions, and individual tear composition may cause slight changes 

in fitting characteristics. 

c. Allow any increase in tear flow to subside before evaluating the lens. The time 

required will vary with the individual. 

3. Initial Lens Evaluation 

a. To determine proper lens parameters, observe the lens relationship to the eye 

using a slit lamp. 

• Movement: The lens should provide discernible movement with: 

— Primary gaze blink 

— Upgaze blink 

— Upgaze lag 

• Centration: The lens should provide full corneal coverage. 

b. Lens evaluation allows the contact lens fitter to evaluate the lens/cornea 

relationship in the same manner as would be done with any One-Day Soft lens. 

4. Criteria of a Well-Fitted Lens 

If the initial lens selection fully covers the cornea, provides discernible movement after 

a blink, is comfortable for the patient, and provides satisfactory visual performance, it is 

a well-fitted lens and can be dispensed. 

5. Characteristics of a Tight (Steep) Lens 

A lens which is much too steep may subjectively and objectively cause distortion which 

will vary after a blink. However, if a lens is only marginally steep, the initial subjective 

and objective vision and comfort findings may be quite good. A marginally steep lens 

may be differentiated from a properly fitted lens by having the patient gaze upward. 

A properly fitted lens will tend to slide downward approximately 0.5mm, while a steep 

lens will remain relatively stable in relationship to the cornea, particularly with the blink. 

6. Characteristics of a Loose (Flat) Lens 

If the lens is too flat, it will: 

• Decenter, especially on post-blink. 

• Have a tendency to edge lift inferiorly and sit on the lower lid, rather than 

positioning between the sclera and palpebral conjunctiva. 

• Have a tendency to be uncomfortable and irritating with fluctuating vision. 

• Have a tendency to drop or lag greater than 2.0mm on upgaze post-blink. 

7. Follow-Up Care 

The wearing and replacement schedules should be determined by the eye care 

practitioner. Regular check-ups, as determined by the eye care practitioner, are 

extremely important. 

Daily Wear 

There may be a tendency for the daily wear patient to over-wear the lenses initially. 

Therefore, the importance of adhering to a proper, initial daily wearing schedule 

should be stressed to these patients. The wearing schedule should be determined by 

re practitioner. The wearing schedule chosen by the eye care practitioner 

provided to the patient. 

TORIC FITTING GUIDELINES 

a. Determine contact lens power. The toric trial lens is used to optimize 

lens fitting characteristics and determine axis orientation. Lens power is 

determined by the spectacle refraction. It is preferable to use the spectacle 

Rx as the basis for the contact lens power. The sphere and cylinder power 

of the spectacle Rx becomes the closest sphere and cylinder power of the 

contact lens. 

There are two exceptions: 

1. If spectacle cylinder power falls between available contact lens cylinder 

powers, prescribe the lesser contact lens cylinder power. The sphere 

power can be increased -0.25D to compensate if desired. Of course, 

this can vary depending on your interpretation of the patient’s 

subjective responses. 

Example: Spectacle Rx: -2.00-1.00 X 180 

Contact Lens Power Ordered: -2.25-0.75 X 180 

2. When the spectacle lens power in any principal meridian is greater than 

4.00D, the spectacle refraction should be vertexed to the corneal plane. 

This can affect both the sphere and cylinder powers ordered. 

Example: Spectacle Rx: -5.00-2.75 X 180 

Contact Lens Power Ordered: -4.75-2.25 X 180 

b. Determine contact lens axis; the center guide mark should locate at the 

inferior limbus. Once oriented, rotational rocking should be limited to less 

than 5°. 

c. Allow the lens to settle for at least 3 minutes to achieve a state of equilibrium. 

Note the orientation of the guide mark relative to the vertical meridian. 

Regardless of which eye the lens is on, if the rotation is clockwise but stable, 

note the amount of rotation, add it to the refractive cylinder axis, and order the 

resulting axis. If the rotation has stabilized counterclockwise, again note the 

rotation, subtract it from the refractive axis, and order the resulting axis. The 

guide mark can be used to help you calculate the axis of the desired Rx lens. 

Example: Spectacle Rx: -2.50-1.25 X 80 

Rotation: 20° clockwise 

Final Lens Prescription: -2.50-1.25 X 100 

d. Select patient’s lenses. 

e. 
Evaluate orientation of final Rx lenses. The orientation of the prescription 

should be the same as that observed for the trial lenses. For example, if the 

trial lens rotated clockwise 15°, then the final prescription lens should also 

rotate 
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SYMBOL GLOSSARY 

 

 

MULTIFOCAL FITTING GUIDELINES 

1. Lens Selection 

a. Update spectacle refraction and Add power. 

b. Determine ocular dominance for distance vision. 

c. Select lens distance prescription based upon spherical equivalent from 

spectacle prescription, adjusted for vertex distance if necessary. 

d. Choose trial lenses based upon the above calculation and select Add power. 

• Bausch + Lomb INFUSE
® 
Multifocal Low Add: +0.75D to +1.50D 

• Bausch + Lomb INFUSE
® 
Multifocal High Add: +1.75D to +2.50D 

2. Lens Fitting 

a. Allow lens to equilibrate for at least 10 minutes before assessing fit and vision. 

b. Evaluate distance and near vision binocularly in normal room illumination. 

c. If vision at distance and near is satisfactory, dispense lenses and schedule 

follow-up exam within 1 to 2 weeks. 

3. To Refine Near Vision 

If patient is wearing two Low Add lenses: 

• Refinement 1: Place Bausch + Lomb INFUSE
® 
Multifocal High Add in 

non-dominant eye while keeping Bausch + Lomb INFUSE
® 
Multifocal Low 

Add in dominant eye. 

• Refinement 2: If vision is still unsatisfactory, continue adding +0.25D at a time 

to the non-dominant eye using handheld lenses. Adjust contact lens power 

when vision is satisfactory. 

If patient is wearing two High Add lenses: 

• Refinement 1: Add +0.25D to the non-dominant eye. 

• Refinement 2: If vision is still unsatisfactory, continue adding +0.25D at a time 

to the non-dominant eye using handheld lenses. 

4. To Refine Distance Vision 

If patient is wearing two Low Add lenses: 

• Refinement 1: Fit Bausch + Lomb INFUSE
® 
SVS in dominant eye while 

keeping Bausch + Lomb INFUSE
® 
Multifocal Low Add in non-dominant eye. 

• Refinement 2: If vision is still unsatisfactory, add -0.25D at a time to dominant 

eye using handheld lenses. Adjust contact lens power when vision is 

satisfactory. 

If patient is wearing two High Add lenses: 

• Refinement 1: Fit with Bausch + Lomb INFUSE
® 
Multifocal Low Add in 

dominant eye while keeping Bausch + Lomb INFUSE
® 
Multifocal High Add 

in non-dominant eye. 

• Refinement 2: If vision is still unsatisfactory, add -0.25D at a time to dominant eye 

using handheld lenses. Adjust contact lens power when vision is satisfactory. 

5. Patient Education 

All patients do not function equally well with multifocal correction. Patients may not 

perform as well for certain tasks with this correction as they have with multifocal 

reading glasses. Each patient should understand that multifocal correction can create 

a vision compromise that may reduce visual acuity and depth perception for distance 

and near tasks. During the fitting process it is necessary for the patient to realize the 

disadvantages as well as the advantages of clear near vision in straight ahead and 

upward gaze that multifocal contact lenses provide. 

MONOVISION FITTING GUIDELINES 

1. Patient Selection 

a. Monovision Needs Assessment 

For a good prognosis, the patient should have adequately corrected distance and 

near visual acuity in each eye. The amblyopic patient or the patient with significant 

astigmatism (greater than one [1] diopter) in one eye may not be a good candidate 

for monovision with the Bausch + Lomb INFUSE
® 
(kalifilcon A) One-Day 

Soft (Hydrophilic) Contact Lenses or Bausch + Lomb INFUSE
® 
Multifocal 

(kalifilcon A) One-Day Soft (Hydrophilic) Contact Lenses. 

Occupational and environmental visual demands should be considered. 

If the patient requires critical vision (visual acuity and stereopsis), it should be 

determined by trial whether this patient can function adequately with monovision. 

Monovision contact lens wear may not be optimal for such activities as: 

• Visually demanding situations such as operating potentially dangerous 

machinery or performing other potentially hazardous activities; and 

• Driving automobiles (e.g., driving at night). Patients who cannot pass their 

state driver’s license requirements with monovision correction should be 

advised to not drive with this correction OR may require that additional 

over-correction be prescribed. 

b. Patient Education 

All patients do not function equally well with monovision correction. Patients may 

not perform as well for certain tasks with this correction as they have with bifocal 

reading glasses. Each patient should understand that monovision can create 

a vision compromise that may reduce visual acuity and depth perception for 

distance and near tasks. During the fitting process, it is necessary for the patient to 

realize the disadvantages as well as the advantages of clear near vision in straight 

ahead and upward gaze that monovision contact lenses provide. 

2. Eye Selection 

Generally, the non-dominant eye is corrected for near vision. The following test for eye 

dominance can be used: 

a. Ocular Preference Determination Methods 

• Method 1—Determine which eye is the “sighting dominant eye”. Have the 

patient point to an object at the far end of the room. Cover one eye. If the 

patient is still pointing directly at the object, the eye being used is the dominant 

(sighting) eye. 

• Method 2—Determine which eye will accept the added power with the least 

reduction in vision. Place a trial spectacle near Add lens in front of one eye 

and then the other while the distance refractive error correction is in place for 

both eyes. Determine whether the patient functions best with the near add 

lens over the right or left eye. 

b. Refractive Error Method 

For anisometropic corrections, it is generally best to fit the more hyperopic (less 

myopic) eye for distance and the more myopic (less hyperopic) eye for near. 

c. Visual Demands Method 

Consider the patient’s occupation during the eye selection process to determine 

the critical vision requirements. If a patient’s gaze for near tasks is usually in one 

direction, correct the eye on that side for near. 

Example: A secretary who places copy to the left side of the desk will usually 

function best with the near lens on the left eye. 

3. Special Fitting Considerations 

Unilateral Lens Correction 

There are circumstances where only one contact lens is required. As an example, 

an emmetropic patient would only require a near lens, while a bilateral myope may 

require only a distance lens. 

Example: A presbyopic emmetropic patient who requires a +1.75 diopter add 

would have a +1.75 diopter lens on the near eye and the other eye left 

without a lens. 

Example: A presbyopic patient requiring a +1.50 diopter add who is –2.50 diopters 

myopic in the right eye and –1.50 diopters myopic in the left eye may have 

the right eye corrected for distance and the left uncorrected for near. 

4. Near Add Determination 

Always prescribe the lens power for the near eye that provides optimal near acuity at 

the midpoint of the patient’s habitual reading distance. However, when more than one 

power provides optimal reading performance, prescribe the least plus (most minus) 

of the powers. 

5. Trial Lens Fitting 

A trial fitting is performed in the office to allow the patient to experience 

monovision correction. Lenses are fit according to the directions in the general 

fitting guidelines. 

Case history and standard clinical evaluation procedure should be used to 

determine the prognosis. Determine which eye is to be corrected for distance 

and which eye is to be corrected for near. Next, determine the near add. With 

trial lenses of the proper power in place, observe the reaction to this mode of 

correction. 

Immediately after the correct power lenses are in place, walk across the room and 

have the patient look at you. Assess the patient’s reaction to distance vision under 

these circumstances. Then have the patient look at familiar near objects, such as 

a watch face or fingernails. Again, assess the reaction. As the patient continues 

to look around the room at both near and distant objects, observe the reactions. 

Only after these vision tasks are completed should the patient be asked to read 

print. Evaluate the patient’s reaction to large print (e.g., typewritten copy) at first 

and then graduate to newsprint and finally smaller type sizes. 

After the patient’s performance under the above conditions is completed, tests of 

visual acuity and reading ability under conditions of moderately dim illumination 

should be attempted. 

An initial unfavorable response in the office, while indicative of a guarded 

prognosis, should not immediately rule out a more extensive trial under the usual 

conditions in which a patient functions. 

6. Adaptation 

Visually demanding situations should be avoided during the initial wearing period. 

A patient may at first experience some mild blurred vision, dizziness, headaches, 

and a feeling of slight imbalance. You should explain the adaptational symptoms 

to the patient. These symptoms may last for a brief minute or for several weeks. 

The longer these symptoms persist, the poorer the prognosis for successful 

adaptation. 

To help in the adaptation process, the patient can be advised to first use the lenses 

in a comfortable familiar environment, such as in the home. 

Some patients feel that automobile driving performance may not be optimal 

during the adaptation process. This is particularly true when driving at night. 

Before driving a motor vehicle, it may be recommended that the patient be 

a passenger first to make sure that their vision is satisfactory for operating an 

automobile. During the first several weeks of wear (when adaptation is occurring), 

it may be advisable for the patient to only drive during optimal driving conditions. 

After adaptation and success with these activities, the patient should be able to 

drive under other conditions with caution. 
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7. Other Suggestions 

The success of the monovision technique may be further improved by having your 

patient follow the suggestions below: 

• Having a third contact lens (distance power) to use when critical distance 

viewing is needed. 

• Having a third contact lens (near power) to use when critical near viewing is 

needed. 

• Having supplemental spectacles to wear over the monovision contact lenses 

for specific visual tasks may improve the success of monovision correction. 

This is particularly applicable for those patients who cannot meet state 

licensing requirements with a monovision correction. 

• Make use of proper illumination when carrying out visual tasks. 

Success in fitting monovision can be improved by the following suggestions: 

• Reverse the distance and near eyes if a patient is having trouble adapting. 

• Refine the lens powers if there is trouble with adaptation. Accurate lens power 

is critical for presbyopic patients. 

• Emphasize the benefits of the clear near vision in straight ahead and upward 

gaze with monovision. 

• The decision to fit a patient with a monovision correction is most 

appropriately left to the eye care practitioner in conjunction with the 

patient after carefully considering the patient’s needs. 

• All patients should be supplied with a copy of the Bausch + Lomb 

INFUSE
® 
(kalifilcon A) One-Day Soft (Hydrophilic) Contact Lens/ 

Bausch + Lomb INFUSE
® 
Multifocal (kalifilcon A) One-Day Soft 

(Hydrophilic) Contact Lens/Bausch + Lomb INFUSE
® 
for Astigmatism 

(kalifilcon A) One-Day Soft (Hydrophilic) Contact Lens Patient Information 

Booklet. 

WEARING SCHEDULE 

The wearing and replacement schedules should be determined by the eye care 

practitioner. Regular check-ups, as determined by the eye care practitioner, are 

extremely important. 

Daily Wear 

There may be a tendency for the daily wear patient to over-wear the lenses 

initially. Therefore, the importance of adhering to a proper, initial daily wearing 

schedule should be stressed to these patients. The wearing schedule should be 

determined by the eye care practitioner. The wearing schedule chosen by the eye 

care practitioner should be provided to the patient. The lens is to be prescribed for 

single-use disposable wear and is to be discarded after each removal. 

HANDLING OF LENSES 

Patient Lens Care Directions 

When lenses are dispensed, the patient should be provided with appropriate and 

adequate instructions and warnings for lens care handling. The eye care practitioner 

should recommend appropriate and adequate procedures for each individual patient 

in accordance with the particular lens wearing schedule. 

CARE FOR A STICKING 

(NON-MOVING) LENS 

If the lens sticks (stops moving), the patient should be instructed to use a lubricating or 

rewetting solution in their eye. The patient should be instructed to not use plain water 

or anything other than the recommended solutions. The patient should be instructed 

to contact the eye care practitioner if the lens does not begin to move upon blinking 

after several applications of the solution or drops, and to not attempt to remove the 

lens except on the advice of the eye care practitioner. 

EMERGENCIES 

If chemicals of any kind (household products, gardening solutions, laboratory 

chemicals, etc.) are splashed into the eyes, the patient should: FLUSH EYES 

IMMEDIATELY WITH TAP WATER AND THEN REMOVE LENSES 

PROMPTLY. CONTACT AN EYE CARE PRACTITIONER OR VISIT A 

HOSPITAL EMERGENCY ROOM WITHOUT DELAY. 

REPORTING OF ADVERSE REACTIONS 

All serious adverse experiences and adverse reactions observed in patients wearing 

Bausch + Lomb INFUSE
® 
(kalifilcon A) One-Day Soft (Hydrophilic) Contact Lenses, 

Bausch + Lomb INFUSE
® 
Multifocal (kalifilcon A) One-Day Soft (Hydrophilic) Contact 

Lenses, or Bausch + Lomb INFUSE
® 
for Astigmatism (kalifilcon A) One-Day Soft 

(Hydrophilic) Contact Lenses or experienced with the lenses, should be reported to: 

Bausch & Lomb Incorporated 

1400 North Goodman Street 

Rochester, NY 14609 USA 

Toll-Free Telephone Number 

In the Continental U.S., Alaska, Hawaii 

1-800-553-5340 

In Canada 

1-888-459-5000 

HOW SUPPLIED 

Each sterile lens is supplied in a plastic package containing phosphate buffered saline 

solution with potassium chloride, poloxamine, poloxamer 181, glycerin, and erythritol. 

Each container is marked with the manufacturing lot number of the lens, diopter 

power, and expiration date. 
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Symbol 

 

Symbol Title 

 

Symbol Description 
Standard 

Reference 

Title and Designation 

Number of the 

Standard 

 

 Manufacturer Indicates the medical device manufacturer 5.1.1 

 

 

 

 

 

 

 

 

 

 

 

 

 

ISO 15223-1:2021 

Medical device - 

Symbols to be used 

with information 

to be supplied by 

the manufacturer - 

Part 1: General 

requirements 

 Authorized representative in the 

European Community/European Union 

Indicates the authorized representative in the 

European Community/European Union 
5.1.2 

 

 Date of manufacture 
Indicates the date when the medical device 

was manufactured 
5.1.3 

 

 
Use-by date 

Indicates the date after which the medical 

device is not to be used 
5.1.4 

 

 Batch code 
Indicates the manufacturer’s batch code so 

that the batch or lot can be identified 
5.1.5 

 
Sterilized using steam 

Indicates a medical device that has been 

sterilized using steam 
5.2.5 

 

 

 

Do not use if package is damaged and consult 

instructions for use 

Indicates a medical device that should not be 

used if the package has been damaged or 

opened and that the user should consult the 

instructions for use for additional information 

 

5.2.8 

 

 
Single sterile barrier system with protective 

packaging outside 

Indicates a single sterile barrier system with 

protective packaging outside 
5.2.14 

 

 
Do not re-use 

Indicates a medical device that is intended for 

one single use only 
5.4.2 

 

 
Consult instructions for use or consult 

electronic instructions for use 

Indicates the need for the user to consult the 

instructions for use 
5.4.3 

 

 

 

Caution 

Indicates that caution is necessary when 

operating the device or control close to where 

the symbol is placed, or that the current situation 

needs operator awareness or operator action in 

order to avoid undesirable consequences 

 

5.4.4 

 

 Medical device Indicates the item is a medical device 5.7.7 

 
Total diameter Indicates total diameter of lens N/A N/A 

 

 Base curve Indicates base curve of lens N/A N/A 

 
Paraxial back vertex power Indicates lens power in diopters N/A N/A 

 

 Sphere power Indicates spherical power in diopters N/A N/A 

 

 Cylinder axis Indicates axis of cylinder power in degrees N/A N/A 

 

 Cylinder power Indicates cylindrical power in diopters N/A N/A 

 

 Additional power Indicates additional power in diopters N/A N/A 

 

 

YYYY-MM 

 

 

Effective date 

 

 

Indicates the date in which the insert revision 

was made effective 

 

 

N/A 

ISO 8601-1:2019 

Date and time — 

Representations 

for information 

interchange — 

Part 1: Basic rules 

  

Prescription only (USA) 

Indicates that federal law (U.S.) restricts this 

device to sale by or on the order of a licensed 

practitioner 

 

N/A 

 

21 CFR 801.109 

 

   
CE number 

Indicates the CE Conformity Marking and the 

Notified Body Number 
N/A 

MDR 2017/745, 

Article 20, 3 

 

 
Green dot 

Indicates paid fee to meet EU packaging 

directive 
N/A 94/62/EC 
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Clinical Study Protocol 

Johnson & Johnson Vision Care, Inc. 

 
APPENDIX G: TEST LENS FITTING GUIDE 
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BAUSCH + LOMB MULTIFOCAL 

2-STEP FITTING GUIDE 
 

INITIAL LENS SELECTION ADD SELECTION 
 

STEP 1: Update spectacle refraction and ADD power 

STEP 2: Select contact lens distance prescription 

based upon spherical equivalent (or toric lens power, for 

astigmatic patients) from spectacle Rx. Adjust for vertex 

if necessary and follow ADD guidance 

SPECTACLE ADD BOTH EYES 

+0.75D to +1.50D Low ADD 

+1.75D to +2.50D High ADD 

 

EVALUATE THE LENS FOR SUCCESS 

• Allow trial lenses to equilibrate for at least 10 minutes before assessing fit and vision 

• Confirm axis orientation (for astigmatic patients) 

• Evaluate distance and near vision binocularly in normal room illumination 

If vision at distance and near are satisfactory, dispense lenses and schedule follow-up exam within 1 to 2 weeks 
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REFINE IF NEEDED 
Confirm axis orientation (for astigmatic patients) | Determine eye dominance | Follow guidance below 

 

TO REFINE NEAR VISION 
 

  
DOMINANT EYE NON-DOMINANT EYE 

T
W

O
 
L
O

W
 
A

D
D

S
 

Initial Lens Low ADD Low ADD 

Refinement 1 Low ADD High ADD 

Refinement 2: If vision is still unsatisfactory, make small changes by adding +0.25D at a time to 

non-dominant eye (wearing High ADD lens) using hand-held lenses, and continue evaluating vision 

binocularly in normal room illumination. Adjust contact lens power when vision is satisfactory. 

T
W

O
 
H

IG
H

 
A

D
D

S
 

Initial Lens High ADD High ADD 

Refinement 1 High ADD 
Add +0.25D to the 

non-dominant eye 

Refinement 2: If vision is still unsatisfactory, make small changes by adding +0.25D at a time to 

non-dominant eye using hand-held lenses, and continue evaluating vision binocularly in normal 

room illumination. Adjust contact lens power when vision is satisfactory. 

 

TO REFINE DISTANCE VISION 
 

  
DOMINANT EYE NON-DOMINANT EYE 

 
Initial Lens Low ADD Low ADD 

T
W

O
 
L
O

W
 
A

D
D

S
 

 

Refinement 1 

Single-vision spherical or 

toric (in case of multifocal 

for astigmatism) lens 

 

Low ADD 

Refinement 2: If vision is still unsatisfactory, make small changes by adding -0.25D at a time to dominant 

eye using hand-held lenses, and continue evaluating vision binocularly in normal room illumination. 

Adjust contact lens power when vision is satisfactory. 

T
W

O
 
H

IG
H

 
A

D
D

S
 

Initial Lens High ADD High ADD 

Refinement 1 Low ADD High ADD 

Refinement 2: If vision is still unsatisfactory, make small changes by adding -0.25D at a time to 

dominant eye (wearing Low ADD lens) using hand-held lenses, and continue evaluating vision 

binocularly in normal room illumination. Adjust contact lens power when vision is satisfactory. 

 

®/™ are tradCemRark-s6o6f 1Ba2us,cvh &3L.o0mb Incorporated or its affiliates. 

©2022 Bausch & Lomb Incorporated or its affiliates. MTB.0214.USA.22 
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Clinical Study Protocol 

Johnson & Johnson Vision Care, Inc. 

 
APPENDIX H: CONTROL LENS FITTING GUIDE 

Multifocal Fitting guide located on page 162-164 



CR-6612, v 3.0 JJVC CONFIDENTIAL 

Page 145 of 176 

 

IMPORTANT: Please read carefully and keep this information for future use. 

This Package Insert and Fitting Guide is intended 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. 

PACKAGE INSERT & FITTING INSTRUCTION GUIDE 
 
 

 

ACUVUE® OASYS MAX 1-Day Contact Lenses 

ACUVUE® OASYS MAX 1-Day Contact Lenses for ASTIGMATISM 

ACUVUE® OASYS MAX 1-Day MULTIFOCAL Contact Lenses 

ACUVUE® OASYS MAX 1-Day MULTIFOCAL Contact Lenses for ASTIGMATISM 

senofilcon A Soft (hydrophilic) Contact Lenses 
for Daily Disposable Wear 

 

 
 

 
CAUTION: U.S. Federal law restricts this device to sale by or 

on the order of a licensed practitioner. 

http://www.acuvue.com/
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 SYMBOLS KEY  

The following symbols may appear on the label or carton: 
 

SYMBOL DESCRIPTION 
 

 Caution, Consult Instructions for Use 
 

 Date of Manufacture 
 

 Manufacturer 

 Use-By Date (expiration date) 
 

 Batch Code 
 

 Sterilized Using Steam Heat 
 

 Indicates a Single Sterile Barrier System 

DIA Diameter 

BC Base Curve 

D Diopter (lens power) 

CYL Cylinder 

AXIS Axis 

ASTIGMATISM Indicates lens(es) for astigmatism 
 

 CE Mark and Identification number of Notified Body 
 

 

UK Conformity Assessment Marking and Identification 
Number of Notified Body 

UV BLOCKING UV Blocking 

 
Fee Paid for Waste Management 

 

 
CAUTION: US Federal law restricts this device to sale by 
or on the order of a licensed practitioner 

 

 

Lens Orientation Correct 

(Toric/Astigmatic Lenses) 
 

 

Lens Orientation Incorrect (Lens Inside Out) 

(Toric/Astigmatic Lenses) 

 Lens Orientation Correct 
 

 
Lens Orientation Incorrect (Inside Out) 

 

 Authorized Representative in the European Community 

 Authorized Representative in the United Kingdom 
 

 
Contains Hazardous Substances 

 

Do Not Re-Use (Single 

Use) 

 
Do Not Use if Package is Damaged 
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Medical Device Symbol 

 

 Package Opening Icon (Blister) 
 

 
Package Opening Icon (Carton) 

L "Low" near ADD 

M "Medium" near ADD 

H "High" near ADD 

MAX ADD Near ADD 

LOW “Low” near ADD 

MID “Medium” near ADD 

HGH “High” near ADD 

MULTIFOCAL Indicates “Multifocal Lens(es)” 

Visit www.acuvue.com/guides for additional information about symbols. 

 DESCRIPTION  

ACUVUE® OASYS MAX 1-Day Contact Lenses are soft (hydrophilic) contact lenses available as spherical, 

toric, multifocal, and multifocal toric lenses. 

These lenses are made of a silicone hydrogel material (senofilcon A) containing an internal wetting agent 

and are tinted using Reactive Blue Dye #247 to make lenses more visible for handling. 

A benzotriazole ultraviolet (UV) absorbing monomer is used to block UV radiation (280 nm – 380 nm) in 

combination with a novel fused tricyclic chromophore that also blocks UV radiation and partially filters 

high energy visible radiation (HEV)* in the range of 380 nm to 450 nm. The light transmittance 

characteristics for these lenses are less than 1% in the UVB range of 280 nm to 315 nm and 10% in the 

UVA range of 315 nm to 380 nm. The thinnest lenses transmit ≤ 45% of the radiation in the range from 

380 nm to 450 nm. Please see HEV filtering NOTE in the ACTIONS section below. 

Lens Properties: 

The physical/optical properties of the lens are: 

• Specific Gravity (calculated): 0.98 – 1.12 

• Refractive Index: 1.42 

• Visible Light Transmittance: ≥78% 

• HEV Light Transmittance*: ≤ 45% 
• Surface Character: Hydrophilic 

• Water Content: 38% 

• Oxygen Permeability (Dk): 

http://www.acuvue.com/guides
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AVAILABLE LENS PARAMETERS 

VALUE METHOD 
103 x 10-11 (cm2/sec) 
(ml O2/mL x mm Hg) @ 35°C 

Fatt (boundary corrected, edge 
corrected) 

 
 

 
Lens Parameter Ranges: 

• Diameter (DIA): 12.0 mm to 15.0 mm 

• Center Thickness: varies with power 

• Base Curve (BC): 7.85 mm to 10.00 mm 

• Spherical Power (D): -20.00D to +20.00D 

• Cylinder Power (D) -0.25D to -10.00D 

• Axis (AXIS) 5° to 185° 

• Multifocal ADD Power: +0.25D to +4.00D 

Each lens is supplied in a foil-sealed plastic package containing borate buffered saline solution with 

methyl ether cellulose. 

 

 

 
The ACUVUE® OASYS MAX 1-Day Contact Lenses (senofilcon A) are hemispherical shells of the 
following dimensions: 

Diameter (DIA): 14.3 mm 

Center Thickness: 0.085 mm to 0.221 mm (varies with power) 

Base Curve (BC): 8.5 mm, 9.0 mm 

Powers (D): -12.00D to +8.00D 

 
The ACUVUE® OASYS MAX 1-Day Contact Lenses (senofilcon A) for ASTIGMATISM are 
hemispherical shells of the following dimensions: 

Diameter (DIA): 14.3 mm 

Center Thickness: 0.075 mm to 0.193 mm (varies with power) 

Base Curve (BC): 8.5 mm 

Powers (D): +0.00D to -6.00D (in 0.25D increments) 

+0.25D to +4.00D (in 0.25D increments) 

-6.50D to -9.00D (in 0.50D increments) 
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Cylinder (Cyl): -0.75D, -1.25D, -1.75D, *-2.25D 

Axis: 10° to 180° in 10° increments 

*-2.25D cylinder is available in 10°, 20°, 70°, 80°, 90°, 100°, 110°, 160°, 
170°, 180° axes only 

 
The ACUVUE® OASYS MAX 1-Day MULTIFOCAL Contact Lenses (senofilcon A) are hemispherical 
shells of the following dimensions: 

Diameter (DIA): 14.3 mm 

Center Thickness: 0.070 mm to 0.191 mm (varies with power) 

Base Curve (BC): 8.4 mm 

Powers (D): -9.00D to +6.00D 

ADD Powers (D): +1.25D (LOW), +1.75D (MID), +2.50D (HGH) 

 
The ACUVUE® OASYS MAX 1-Day MULTIFOCAL Contact Lenses for ASTIGMATISM (senofilcon A) 
are hemispherical shells of the following dimensions: 

Diameter (DIA): 14.3 mm 

Center Thickness: 0.075 mm to 0.193 mm (varies with power) 

Base Curve (BC): 8.5 mm 

Powers (D): -9.00D to +6.00D 

Cylinder (Cyl): -1.00D 

Axis: 10°, 20°, 70°, 80°, 90°, 100°, 110°, 160°, 170°, 180° 

ADD Powers (D): +1.25D (LOW), +1.75D (MID), +2.50D (HGH) 
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 TRANSMITTANCE CURVE  

ACUVUE® OASYS MAX 1-Day Contact Lenses (senofilcon A) vs. 24 yr. old human cornea and 25 yr. old 

human crystalline lens. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
1Lerman, S., Radiant Energy and the Eye, MacMillan, New York, 1980, p. 58, figure 2-21 
2Waxler, M. Hitchins, V.M., Optical Radiation and Visual Health, CRC Press, Boca Raton, Florida, 1986, p. 19, figure 

5 
3The data was obtained from measurements taken through the central 6 mm portion for the thinnest single vision 

lens (-0.50D lens, 0.085mm center thickness). 

 ACTIONS  

In its hydrated state, the contact lens, when placed on the cornea, acts as a refracting medium to focus 

light rays on the retina. 

These lenses contain UV and HEV* light absorbing monomers to help protect against transmission of 
harmful UV radiation to the cornea and into the eye and reduce transmittance of HEV* light. The light 
transmittance characteristics for these lenses are less than 1% in the UVB range of 280 nm to 315 nm 
and less than 10% in the UVA range of 315 nm to 380 nm for the entire power range. The thinnest 
lenses transmit ≤ 45% of the radiation across the high energy visible* light wavelength in the range from 
380 nm to 450 nm. The visible light transmittance in the range from 380 nm to 780 nm is greater than or 
equal to 78% depending on the lens thickness. 

WARNING: UV absorbing contact lenses are NOT substitutes for protective UV absorbing eyewear, 

such as UV absorbing goggles or sunglasses because they do not completely cover the eye and 

surrounding area. You should continue to use UV absorbing eyewear as directed. 
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NOTE: Long-term exposure to UV radiation is one of the risk factors associated with cataracts. 
Exposure is based on a number of factors such as environmental conditions (altitude, geography, 
cloud cover) and personal factors (extent and nature of outdoor activities). UV Blocking contact lenses 
help provide protection against harmful UV radiation. However, clinical studies have not been done to 
demonstrate that wearing UV Blocking contact lenses reduces the risk of developing cataracts or 
other eye disorders. The Eye Care Professional should be consulted for more information. 

*NOTE: Filtering of HEV light by contact lenses has not been demonstrated to confer any health 
benefit to the user, including but not limited to retinal protection, protection from cataract 
progression, reduced eye strain, improved contrast, improved acuity, reduced glare, improved low 
light vision, or improved circadian rhythm/sleep cycle. The Eye Care Professional should be consulted 
for more information. 

 
 INDICATIONS (USES)  

ACUVUE® OASYS MAX 1-Day Contact Lenses (senofilcon A) are indicated for daily disposable wear for 

the correction of vision in people with non-diseased eyes who are nearsighted (myopic) or farsighted 

(hyperopic) and may have 1.00D or less of astigmatism that does not interfere with visual acuity. 

ACUVUE® OASYS MAX 1-Day Contact Lenses for ASTIGMATISM (senofilcon A) are indicated for daily 

disposable wear for the correction of vision in people with non-diseased eyes who may be nearsighted 

(myopic) or farsighted (hyperopic) and have 0.50D to 3.00D of astigmatism. 

ACUVUE® OASYS MAX 1-Day MULTIFOCAL Contact Lenses (senofilcon A) are indicated for daily 

disposable wear for the correction of vision in people with non-diseased eyes who are presbyopic and 

may be nearsighted (myopic) or farsighted (hyperopic) and may have 0.75D or less of astigmatism that 

does not interfere with visual acuity. 

ACUVUE® OASYS MAX 1-Day MULTIFOCAL Contact Lenses for ASTIGMATISM (senofilcon A) are indicated 

for daily disposable wear for the correction of vision in people with non-diseased eyes who are 

presbyopic and may be nearsighted (myopic) or farsighted (hyperopic) and have 0.75D to 1.75D of 

astigmatism. 

The lenses are to be prescribed for daily disposable wear. Therefore, no cleaning or disinfection is 

required. Lenses should be discarded upon removal. 

 CONTRAINDICATIONS (REASONS NOT TO USE)  

DO NOT USE these lenses when any of the following conditions exist: 

• Acute or subacute inflammation or infection of the anterior chamber of the eye 

• Any eye disease, injury or abnormality that affects the cornea, conjunctiva, or eyelids 

• Severe insufficiency of lacrimal secretion (dry eye) 

• Corneal hypoesthesia (reduced corneal sensitivity) 

• Any systemic disease that may affect the eye or be exaggerated by wearing contact lenses 
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• Ocular irritation due to allergic reactions which may be caused by use of contact lens 

solutions (i.e. rewetting drops) that contain chemicals or preservatives (such as mercury or 

Thimerosal, etc.) to which some people may develop an allergic response 

• Allergic reactions of ocular surfaces or adnexa that may be induced or exaggerated by 

wearing contact lenses 

• Any active corneal infection (bacterial, fungal, protozoal, or viral) 

• If eyes become red or irritated 

 WARNINGS  

Patients should be advised of the following warnings pertaining to contact lens wear: 

EYE PROBLEMS, INCLUDING CORNEAL ULCERS, CAN DEVELOP RAPIDLY AND LEAD TO LOSS OF 

VISION. IF THE PATIENT EXPERIENCES: 

• Eye Discomfort, 

• Excessive 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. 

• Patients should be instructed not to wear their lenses while sleeping. Clinical studies have 
shown that the risk of serious adverse reactions is increased when lenses are worn 

overnight, and that the risk of ulcerative keratitis is greater for extended wear contact lens 

users than for daily wear users.4 

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

• Problems with contact lenses or lens care products could result in serious injury to the eye. 
Patients should be cautioned that proper use and care of contact lenses and lens care 

products are essential for the safe use of these products. 

• The overall risk of ulcerative keratitis may be reduced by carefully following directions for 

lens care. 

4New England Journal of Medicine, September 21, 1989; 321 (12), pp. 773-783 

Specific Instructions for Use and Warnings: 

• Water Activity 

Instruction for Use 
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Do not expose contact lenses to water while wearing them. 

WARNING: 

Water can harbor microorganisms that can lead to severe infection, vision loss, or 

blindness. If lenses have been submersed in water when participating in water sports or 

swimming in pools, hot tubs, lakes, or oceans, the patient should be instructed to discard 

them and replace them with a new pair. The Eye Care Professional should be consulted for 

recommendations regarding wearing lenses during any activity involving water. 

 PRECAUTIONS  

Special Precautions for Eye Care Professionals: 

• Due to the small number of patients enrolled in clinical investigation of lenses, all refractive 
powers, design configurations, or lens parameters available in the lens material are not 

evaluated in significant numbers. Consequently, when selecting an appropriate lens design 

and parameters, the Eye Care Professional should consider all characteristics of the lens that 

can affect lens performance and ocular health, including oxygen permeability, wettability, 

central and peripheral thickness, and optic zone diameter. 

The potential impact of these factors on the patient's ocular health should be carefully 

weighed against the patient's need for refractive correction; therefore, the continuing 

ocular health of the patient and lens performance on the eye should be carefully monitored 

by the prescribing Eye Care Professional. 

• Patients who wear these lenses to correct presbyopia using monovision, multifocal, or 

multifocal toric correction may not achieve the best corrected visual acuity for either far or 

near vision. Visual requirements vary with the individual and should be considered when 

selecting the most appropriate type of lens for each patient. 

• Fluorescein, a yellow dye, should not be used while the lenses are on the eyes unless 
otherwise indicated. The lenses absorb this dye and become discolored. Whenever 

fluorescein is used in eyes, the eyes should be flushed with a sterile saline solution that is 

recommended for in-eye use. 

• Eye Care Professionals should instruct the patient to remove lenses immediately if the eyes 

become red or irritated. 

• Eye Care Professionals should instruct the patient to always have a functional pair of 
spectacles with a current prescription available to use if the patient becomes unable to wear 

contact lenses, or in circumstances where contact lens wear is not advised. 

Eye Care Professionals should carefully instruct patients about the following care regimen 

and safety precautions: 
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Handling Precautions: 

• Before leaving the Eye Care Professional's office, the patient should be able to promptly 
remove lenses or should have someone else available who can remove the lenses for him or 

her. 

• DO NOT use if the sterile blister package is opened or damaged. 

• Always wash, rinse, and dry hands before handling lenses. It is best to put on lenses before 

putting on makeup. 

• DO NOT touch contact lenses with fingers or hands if the hands are not free of foreign 

materials, as microscopic scratches of the lenses may occur, causing distorted vision and/or 

injury to the eye. 

• Carefully follow the handling, insertion, removal, and wearing instructions in the "Patient 

Instruction Guide" for ACUVUE® OASYS MAX 1-Day Contact Lenses and those prescribed by 

the Eye Care Professional. 

• Always handle lenses carefully and avoid dropping them. 

• Never use tweezers or other tools to remove lenses from the lens container. Slide the lens 

up the side of the bowl until it is free of the container. 

Lens Wearing Precautions: 

• If the lens sticks (stops moving) on the eye, follow the recommended directions in “Care for 

a Sticking (Non-Moving) Lens”. The lens should move freely on the eye for the continued 

health of the eye. If non-movement of the lens continues, the patient should be instructed 

to immediately consult his or her Eye Care Professional. 

• Never wear lenses beyond the period recommended by the Eye Care Professional. 

• The patient should be advised to never allow anyone else to wear their lenses. Sharing 

lenses greatly increases the chance of eye infections. 

• If aerosol products, such as hair spray, are used while wearing lenses, exercise caution and 
keep eyes closed until the spray has settled. 

• Avoid all harmful or irritating vapors and fumes while wearing lenses. 

• Ask the Eye Care Professional about wearing lenses during sporting activities. 

• The patient should be advised to never rinse the lenses in water from the tap. Tap water 
contains many impurities that can contaminate or damage the lenses and may lead to eye 

infection or injury. 

Lens Care Precautions: 

• The patient should be informed that no cleaning or disinfection is needed when lenses are 

worn for daily disposable wear. Patients should always dispose of lenses when removed and 

have spare lenses or spectacles available. 
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Other Topics to Discuss with Patients: 

• Always contact the Eye Care Professional before using any medicine in the eyes. 

• Certain medications, such as antihistamines, decongestants, diuretics, muscle relaxants, 
tranquilizers, and those for motion sickness may cause dryness of the eye, increased lens 

awareness, or blurred vision. Should such conditions exist, proper remedial measures should 

be prescribed. Depending on the severity, this could include the use of lubricating drops that 

are indicated for use with soft contact lenses or the temporary discontinuance of contact 

lens wear while such medication is being used. 

• Oral contraceptive users could develop visual changes or changes in lens tolerance when 

using contact lenses. Patients should be cautioned accordingly. 

• Do not change lens type (e.g. brand name, etc.) or parameters (e.g. diameter, base curve, 

lens power, etc.) without consulting the Eye Care Professional. 

• Instruct patients to always confirm the lens parameters printed on the multi-pack and on 

the individual lens package match their prescription. If there is a mismatch the patient 

should not use the product. 

• As with any contact lens, follow-up visits are necessary to assure the continuing health of 

the patient’s eyes. The patient should be instructed as to a recommended follow-up 

schedule. 

Who Should Know That the Patient is Wearing Contact Lenses? 

• Patients should inform all doctors (Health Care Professionals) about being a contact lens 

wearer. 

• Patients should always inform their employer of being a contact lens wearer. Some jobs may 

require use of eye protection equipment or may require that the patient not wear contact 

lenses. 

 ADVERSE REACTIONS  

The patient should be informed that the following problems may occur when wearing contact lenses: 

• The eye may burn, sting and/or itch. 

• There may be less comfort than when the lens was first placed on the eye. 

• There may be a feeling of something in the eye (foreign body, scratched area). 

• There may be the potential for some temporary impairment due to peripheral infiltrates, 
peripheral corneal ulcers, or corneal erosion. There may be the potential for other 

physiological observations, such as local or generalized edema, corneal neovascularization, 

corneal staining, injection, tarsal abnormalities (including meibomian gland abnormalities), 

iritis, and conjunctivitis; some of which are clinically acceptable in low amounts. 

• There may be excessive watering, unusual eye secretions or redness of the eye. 

• Poor visual acuity, blurred vision, rainbows or halos around objects, photophobia, or dry 

eyes may also occur if the lenses are worn continuously or for too long a time. 
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The patient should be instructed to conduct a simple 3-part self-examination at least once a day. They 

should ask themselves: 

• How do the lenses feel on my eyes? 

• How do my eyes look? 

• Have I noticed a change in my vision? 

If the patient reports any problems, he or she should be instructed to IMMEDIATELY REMOVE THE LENS. 

If the problem or discomfort stops, the patient should discard the lens and place a new fresh lens on the 

eye. 

If after inserting the new lens, the problem continues, the patient should be directed to IMMEDIATELY 

REMOVE THE LENS AND CONTACT HIS OR HER EYE CARE PROFESSIONAL. 

The patient should be advised that when any of the above symptoms occur, a serious condition such as 

infection, corneal ulcer, neovascularization, or iritis may be present. He or she should be instructed to 

seek immediate professional identification of the problem and prompt treatment to avoid serious eye 

damage. 

 GENERAL FITTING GUIDELINES  

A. Patient Selection 

Patients selected to wear these lenses should be chosen based on: 

• Motivation to wear lenses 

• Ability to follow instructions regarding lens wear care 

• General health 

• Ability to adequately handle and care for the lenses 

• Ability to understand the risk and benefits of lens wear 

Patients who do not meet the above criteria should not be provided with contact lenses. 

B. Pre-fitting Examination 

Initial evaluation of the patient should begin with a thorough case history to determine if there are any 

contraindications to contact lens wear. During the case history, the patient’s visual needs and 

expectations should be determined as well as an assessment of their overall ocular, physical, and mental 

health. 

Preceding the initial selection of trial contact lenses, a comprehensive ocular evaluation should be 

performed that includes, but is not limited to, the measurement of distance and near visual acuity, 
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distance and near refractive prescription (including determining the preferred reading distance for 

presbyopes), keratometry, and biomicroscopic evaluation. 

Based on this evaluation, if it is determined that the patient is eligible to wear these lenses, the Eye Care 

Professional should proceed to the appropriate lens fitting instruction outlined below. 

C. Initial Power Determination 

A spectacle refraction should be performed to establish the patient’s baseline refractive status and to 

guide in the selection of the appropriate lens power. Remember to compensate for vertex distance if 

necessary. Vertex distance compensation is generally only necessary for refractions ≥ ± 4.00D, but may 

sometimes also be required for lower refractions in the case of large vertex distances. 

D. Base Curve Selection (Trial Lens Fitting) 

The following trial lenses should be selected for patients regardless of keratometry readings. However, 

corneal curvature measurements should be performed to establish the patient’s baseline ocular status. 

For the Spherical, Toric, Multifocal, or Multifocal Toric ACUVUE® OASYS MAX 1-Day Contact Lenses, the 

initial lens should be selected from the currently available base curves. 

The trial lens should be placed on each of the patient’s eyes and evaluated after the patient has 

adjusted to the lenses. 

1. Criteria of a Properly Fit Lens 

A properly fit lens will center and completely cover the cornea (i.e., no limbal exposure), have 

sufficient movement to provide tear exchange under the contact lens with the blink, and be 

comfortable. The lens should move freely when manipulated digitally with the lower lid, and then 

return to its properly centered position when released. 

2. Criteria of a Flat Fitting Lens 

A flat fitting lens may exhibit one or more of the following characteristics: decentration, 

incomplete corneal coverage (i.e., limbal exposure), excessive movement with the blink, and/or 

edge standoff. If the lens is judged to be flat fitting, it should not be dispensed to the patient. 

3. Criteria of a Steep Fitting Lens 

A steep fitting lens may exhibit one or more of the following characteristics: insufficient 

movement with the blink, conjunctival indentation, and resistance when pushing the lens up 

digitally with the lower lid. If the lens is judged to be steep fitting, it should not be dispensed to 

the patient. 

If the initial base curve is judged to be flat or steep fitting, the alternate base curve, if available, should 

be trial fit and evaluated after the patient has adjusted to the lens. The lens should move freely when 

manipulated digitally with lower lid, and then return to a properly centered position when released. If 
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resistance is encountered when pushing the lens up, the lens is fitting tightly and should not be 

dispensed to the patient. 

E. Final Lens Power 

A spherical over-refraction should be performed to determine the final lens power after the lens fit is 

judged acceptable. The spherical over-refraction should be combined with the trial lens power to 

determine the final lens prescription. The patient should experience good visual acuity with the correct 

lens power unless there is excessive residual astigmatism. 
 

Example 1: 

Diagnostic lens: -2.00D 

 Spherical over-refraction: -0.25D 

 Final lens power: -2.25D 

 

Example 2: 

Diagnostic lens: -2.00D 

 Spherical over-refraction: +0.25D 

 Final lens power: -1.75D 

If vision is acceptable, perform a slit lamp examination to assess adequate fit (centration and 

movement). If fit is acceptable, dispense the lenses instructing the patient to return in one week for 

reassessment (see dispensing and follow up information in PATIENT MANAGEMENT). 

All patients should be supplied with a copy of the PATIENT INSTRUCTION GUIDE for these lenses. 

Copies are available for download from www.acuvue.com. 

 TORIC FITTING GUIDELINES  

Although most aspects of the fitting procedure are identical for all types of soft contact lenses, including 

toric lenses, there are some additional steps and/or rules to follow to assure the proper fit of toric 

lenses. 

The only new steps you must follow in prescribing ACUVUE® OASYS MAX 1-Day for ASTIGMATISM are 

that you must determine the stability, repeatability, and drift angle of the lens axis so that you can 

prescribe the correct lens axis for the patient. 

A. How to Determine Lens Cylinder and Axis Orientation 

1. Locate the Orientation Marks 

To help determine the proper orientation of the toric lens, you’ll find two primary marks 

approximately 1 mm from the lens edge representing the vertical position on opposite ends of 

the lens at 6 and 12 o’clock (Fig. 1). Because of the lens’ symmetrical stabilization design, 

either mark can represent the vertical position – there is no “top” and “bottom” as in a prism- 

http://www.acuvue.com/
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ballasted lens. You don’t need to view both marks to assess orientation; simply look for the 6 

o’clock mark as you would with a prism-ballasted lens. 

 Figure 1 

You’ll need a slit lamp biomicroscope with a 1 to 2 mm parallelepiped beam to highlight the 

marks when the lens is fitted to the eye. There are a number of techniques you can use to 

improve the visibility of the 6 o’clock mark. Using a parallelepiped beam and medium 

magnification (10x or 15x), slowly pan down the lens, looking just below the direct 

illumination at the retroilluminated area. Backlighting the mark this way should make it more 

visible. Sometimes manipulating the lower lid may be necessary to uncover the mark. 

2. Observe Lens Rotation and Stability 

Observe the position and stability of the “bottom” mark. It usually stabilizes at the 6 o’clock 

position. If it does, calculation of the lens power will be straightforward. The 6 o’clock position 

is not a “must”; however, the absolute requirement is that the axis position be stable and 

repeatable. 

The mark may stabilize somewhat left or right (drift) of the vertical meridian and still enable 

you to fit a toric lens for that eye, as long as the lens always returns to the same “drift axis” 

position after settling. The deviation can be compensated for in the final prescription. Your 

objective is to ensure that whatever position the initial lens assumes near 6 o’clock, this 

position must be stable and repeatable. With full eye movement or heavy blink, you may see 

the marks swing away, but they must return quickly to the original stable position. If the lens 

does not return quickly, you may need to select a different lens. 

Assessing Rotation 

Imagine the eye as a clock dial and every hour represents a 30° interval. If the orientation 

mark of the initial lens stabilizes somewhat left or right of the vertical position, the final lens 

will orient on the eye with the same deviation. You can use an axis reticule in the slit lamp or 

use a line-scribed lens in a spectacle trial frame to measure or estimate the “drift angle” of the 

cylinder axis. 

To compensate for this “drift”, measure or estimate the “drift”, then add or subtract it from 

the refractive axis to determine the correct cylinder axis. Use the LARS (Left Add, Right 

Subtract) method to determine which direction to compensate. 

B. Final Lens Power 

When the diagnostic lens has its axis aligned in the same meridian as the patient’s refractive axis, a 

spherocylindrical over-refraction may be performed and visual acuity determined. However, in the case 

of crossed axes, such as when the diagnostic lens axis is different from the spectacle cylinder axis, it is 

not advisable to perform a full spherocylindrical over-refraction because of the difficulty in computing 

the resultant power. A spherical over-refraction without cylinder refraction may be performed. 
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If the required cylinder correction falls between two available cylinder powers, it is recommended to 

prescribe the lower cylinder power lens. See below for instructions on how to determine the final lens 

power. 

For the Sphere: 

If sphere alone or combined sphere and cylinder Rx ≥ ±4.00D, compensate for vertex distance. If sphere 

alone or combined sphere and cylinder Rx < ±4.00D, vertex compensation is generally not necessary, 

however may be required for larger vertex distances. 

For the Cylinder: 

Adjust the axis by the drift angle using the LARS method. Choose a cylinder power that is ≤ 0.50D from 

the vertex-corrected refractive cylinder. 

Case Examples: 

Example 1 

Manifest (spectacle) refraction: 

O.D. -2.50D / -1.25D x 180° 20/20 

O.S. -2.00D / -1.00D x 180° 20/20 

Choose a diagnostic lens for each eye with axis 180°. Place the lens on each eye and allow a 

minimum of 3 minutes for it to equilibrate, based on the patient’s initial response to the lens. 

If the lens has not yet stabilized, recheck until stable. 

Check the orientation of the axis mark. If the bottom axis mark is in the 6 o’clock position on 

both eyes, choose the appropriate cylinder as listed previously. If the lens has not yet 

stabilized, recheck until stable. 

Here is the Rx prescribed: 

O.D. -2.50D / -1.25D x 180° 

O.S. -2.00D / -0.75D x 180° 

Example 2 

Manifest (spectacle) refraction: 

O.D. -3.00D / -1.00D x 90° 20/20 

O.S. -4.75D / -2.00D x 90° 20/20 
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GENERAL PRESBYOPIC CONTACT LENS NEEDS ASSESSMENT, PATIENT EDUCATION, INITIAL 

POWER DETERMINATION, & OCULAR PREFERENCE 

Choose diagnostic lenses of -3.00D / -0.75D x 90° for the right eye and -4.50D / -1.75D x 90° 

for the left eye, the nearest lenses available to the spherical power, cylinder power, and axis 

needed. For the left eye, since the manifest refraction called for -4.75D, compensating for 

vertex distance the sphere is reduced by 0.25D to -4.50D. The cylinder power will be -1.75D. 

Place the lens on each eye and allow a minimum of 3 minutes for it to equilibrate, based on 

the patient's initial response to the lens. If the lens has not yet stabilized, recheck until stable. 

Right Eye: 

The orientation mark on the right lens rotates left from the 6 o’clock position by 10° and 

remains stable in this position. Compensation for this rotation should be done as follows: 

Compensate the 10° axis drift by adding it to the manifest refraction axis. 

Here is the Rx prescribed: 

O.D. -3.00D / -0.75D x 100° 

Left Eye: 

The orientation mark on the left lens rotates right from the 6 o’clock position by 10° and 

remains stable in this position. 

Compensate for the 10° axis drift by subtracting it from the manifest refraction axis. 

Here is the Rx prescribed: 

O.S. -4.50D / -1.75D x 80° 

If vision is acceptable, perform a slit lamp examination to assess adequate fit (centration and 

movement). If fit is acceptable, dispense the lenses instructing the patient to return in one week for 

reassessment (see dispensing and follow-up information in PATIENT MANAGEMENT). 

All patients should be supplied with a copy of the PATIENT INSTRUCTION GUIDE for these lenses. 

Copies are available for download from www.acuvue.com 
 

A. General Presbyopic Contact Lens Needs Assessment & Patient Education 

Multifocal and Multifocal toric contact lenses may produce compromise to vision under certain 

circumstances and the patient should understand that they might not find their vision acceptable in 

specific situations (i.e., reading a menu in a dim restaurant, driving at night in rainy/foggy 

conditions, etc.). Therefore, caution should be exercised when the patient is wearing the correction 

for the first time until they are familiar with the vision provided in visually challenging environments. 

Occupational and environmental visual demands should be considered. If the patient requires 
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critical visual acuity and stereopsis, it should be determined by trial whether this patient can 

function adequately with the ACUVUE® OASYS MAX 1-Day Multifocal or ACUVUE® OASYS MAX 1-Day 

Multifocal for ASTIGMATISM Contact Lenses. Wear may not be optimal for such activities as: 

1. Visually demanding situations such as operating potentially dangerous machinery or performing 

other potentially hazardous activities; and 

2. Driving automobiles (e.g., driving at night). Patients who cannot pass their state driver’s license 

requirements with these lenses should be advised to not drive with this correction, OR may 

require that additional over-correction be prescribed. 

ACUVUE® OASYS MAX 1-Day Multifocal Contact Lenses are not recommended for patients who may 

have 1.00D or greater of refractive cylinder as this level of uncorrected cylinder may lead to 

additional visual compromise. 

ACUVUE® OASYS MAX 1-Day Multifocal for ASTIGMATISM Contact Lenses are recommended for 

patients who have 0.75D to 1.75D refractive cylinder. 

These lenses are available in the following ADD powers: 

• Lens “LOW” =“low” near ADD lens (Max +1.25D ADD) 
• Lens “MID” = “medium” near ADD lens (Max +1.75D ADD) 
• Lens “HGH” = “high” near ADD lens (Max +2.50D ADD) 

B. Initial Power Determination 

A spectacle refraction should be performed to establish the patient’s baseline refractive status and 

to guide in the selection of the appropriate lens power. Vertex distance compensation is generally 

only necessary for refractions ≥ ± 4.00D, but may sometimes also be required for lower refractions 

in the case of large vertex distances. Determine the spherical equivalent distance prescription for a 

multifocal patient. 

C. Ocular Preference Determination 

The following methods for eye dominance can be used: 

Method 1 (preferred): Determine which eye will accept the added power with the least 

reduction in vision while both eyes are open. Place a hand-held trial lens equal to +1.00D in 

front of one eye and then the other while the distance refractive error correction is in place for 

both eyes. Determine whether the patient functions best with the +1.00D lens over the right or 

left eye, which is the non-dominant eye. If the patient indicates that the amount of blur is 

about the same between the two eyes then try using a +1.50D trial lens. If no difference in blur 

between eyes is reported, then use Method 2 to determine ocular dominance. 

 
Method 2: Determine which eye is the “sighting eye.” Have the patient point to an object at the 

far end of the room. Cover one eye. If the patient is still pointing directly at the object, the eye 

being used is the dominant (sighting) eye. 

 
 MULTIFOCAL FITTING GUIDELINES  

A. Select the Initial Trial Lens 
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1. For each eye, select the trial lens distance power that is closest to the patient’s distance 

spherical equivalent. Vertex distance compensation is generally only necessary for refractions ≥ 

± 4.00D, but may sometimes also be required for lower refractions in the case of large vertex 

distances. For patients with -0.75D to -1.75D of refractive cylinder, proceed to “MULTIFOCAL 

TORIC FITTING GUIDELINES” section. 

2. Select the near power of the lens based on the patients ADD range as follows: 

• ADD: +0.75D to +1.25D use a “LOW” near ADD lens on each eye 

• ADD: +1.50D to +1.75D use a “MID” near ADD lens on each eye 

• ADD: +2.00D to +2.50D use a “MID” near ADD on the dominant eye and a “HGH” near ADD 

lens on the non-dominant eye 

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

4. Assess distance and near vision binocularly and monocularly. 

5. Demonstrate the vision under various lighting conditions (normal and decreased illumination) 

and at distance, intermediate and near. 

6. Make adjustments in power as necessary based on the distance over-refraction. The use of 

hand held trial lenses is recommended. Check the impact on distance and near vision. 

7. If vision is still unacceptable, make adjustments in power as necessary (see “Multifocal 

Troubleshooting” below). If distance and near vision are acceptable, perform a slit lamp 

examination to assess adequate fit (centration and movement). If fit is acceptable, dispense the 

lenses instructing the patient to return as per standard of care (see PATIENT MANAGEMENT 

section). 

B. Multifocal Troubleshooting 

Unacceptable Near Vision: 

If it has been determined that no change is required based on the over-refraction then add +0.25D 

to the spherical power of the non-dominant eye. 

 
Unacceptable Distance Vision: 

If it has been determined that no change is required based on the over-refraction then make the 

changes as listed below: 

• If the patient is wearing two “LOW” ADD lenses, change the dominant eye to an 
ACUVUE® OASYS MAX 1-Day Contact Lens sphere lens with a power equal to the spherical 

equivalent distance prescription. 

• If the patient is wearing two “MID” ADD lenses, change the ADD power in the dominant eye 

to the “LOW” ADD power. 

• If the patient is wearing a “MID” ADD lens in the dominant eye and a “HGH” ADD lens in the 

non-dominant eye, change the non-dominant eye to a “MID” ADD lens and add +0.25D to 

the distance power. 
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Once the changes have been made for the troubleshooting repeat steps 3-6 in section C above 

(“Select the Initial Trial Lens”) to assess if the vision is acceptable. 

C. Adaptation 

Visually demanding situations should be avoided during the initial wearing period. A patient may at 

first experience some mild blurred vision, dizziness, headaches and a feeling of slight imbalance. You 

should explain the adaptational symptoms to the patient. These symptoms may last for a brief 

minute or for several weeks. The longer these symptoms persist, the poorer the prognosis for 

successful adaptation. 

To help in the adaptation process, the patient can be advised to first use the lenses in a comfortable 

familiar environment such as in the home. 

Some patients feel that automobile driving performance may not be optimal during the adaptation 

process. This is particularly true when driving at night. Before driving a motor vehicle, it may be 

recommended that the patient be a passenger first to make sure that their vision is satisfactory for 

operating an automobile. During the first several weeks of wear (when adaptation is occurring), it 

may be advisable for the patient to only drive during optimal driving conditions. After adaptation 

and success with these activities, the patient should be able to drive under other conditions with 

caution. 

All patients should be supplied with a copy of the PATIENT INSTRUCTION GUIDE for these lenses. 

Copies are available for download from www.acuvue.com. 

 MULTIFOCAL TORIC FITTING GUIDELINES  
 

A. Select the Initial Trial Lens 

1. Initial Distance Power Selection 

a. It is very important to determine an accurate distance spectacle Rx; this should be the least 

minus/most plus power that provides the best corrected binocular and monocular visual 

acuity. Vertex distance compensation is generally only necessary for refractions ≥ ± 4.00D, 

but may sometimes also be required for lower refractions in the case of large vertex 

distances. 

b. The spherical power chosen may include an adjustment to compensate for any under-

corrected or over-corrected cylinder power (i.e., if the refraction cylinder power is different 

to the lens cylinder power). 

c. The lens cylinder axis chosen will be as close as possible to the refraction cylinder axis. 

2. Select the near power of the lens based on the patient’s ADD range 

• ADD: +0.75D to +1.25D use a “LOW” near ADD lens on each eye 

• ADD: +1.50D to +1.75D use a “MID” near ADD lens on each eye 

• ADD: +2.00D to +2.50D use a “MID” near ADD on the dominant eye and a “HGH” near ADD 

lens on the non-dominant eye 

3. Allow the lenses to settle for minimum of 10 minutes 
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4. Determine Lens Cylinder and Axis Orientation 

a. Locate the Orientation Marks 

To help determine the proper orientation of the toric lens, you’ll find two primary marks 

about 1mm from the lens edge representing the vertical position on opposite ends of 

the lens at 6 and 12 o’clock (Fig. 1). Because of the lens’ symmetrical stabilization 

design, either mark can represent the vertical position – there is no “top” and “bottom” 

as in a prismballasted lens. You don’t need to view both marks to assess orientation; 

simply look for the 6 o’clock mark as you would with a prism-ballasted lens. 

 Figure 1 

You’ll need a biomicroscope and a 1mm or 2mm parallelepiped to highlight the marks 

when the lens is fitted to the eye. There are a number of techniques you can use to 

improve the visibility of the 6 o’clock mark. Using a parallelepiped beam and medium 

magnification (10x or 15x), slowly pan down the lens, looking just below the direct 

illumination at the retroilluminated area. Backlighting the mark this way should make it 

more visible. Sometimes manipulating the lower lid may be necessary to uncover the 

mark. 

b. Observe Lens Rotation and Stability 

Observe the position and stability of the “bottom” mark. It usually stabilizes at the 6 

o’clock position. If it does, calculation of the lens power will be straightforward. The 6 

o’clock position is not a “must”; however, the absolute requirement is that the axis 

position be stable and repeatable. 

The mark may stabilize somewhat left or right (drift) of the vertical meridian and still 

enable you to fit a toric lens for that eye, as long as the lens always returns to the same 

“drift axis” position after settling. The deviation can be compensated for in the final 

prescription. Your objective is to ensure that whatever position the initial lens assumes 

near 6 o’clock, this position must be stable and repeatable. With full eye movement or 

heavy blink, you may see the marks swing away, but they must return quickly to the 

original stable position. If the lens does not return quickly, you may need to select a 

different lens. 

c. Assessing Rotation 

Imagine the eye as a clock dial and every hour represents a 30° interval. If the 

orientation mark of the initial lens stabilizes somewhat left or right of the vertical 

position, the final lens will orient on the eye with the same deviation. You can use an 

axis reticule or beam axis dial in the slit lamp or use a line-scribed lens in a spectacle trial 

frame to measure or estimate the “drift angle” of the cylinder axis. 

To compensate for this “drift”, measure or estimate the “drift”, then add or subtract it 

from the refractive axis to determine the correct cylinder axis. Use the LARS (Left Add, 

Right Subtract) method to determine which direction to compensate. 

5. Final Lens Power 
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When the diagnostic lens has its axis aligned in the same meridian as the patient’s refractive 

axis, a spherocylindrical over-refraction may be performed and visual acuity determined. 

However, in the case of crossed axes, such as when the diagnostic lens axis is different from the 
spectacle cylinder axis, it is not advisable to perform a full spherocylindrical over-refraction 

because of the difficulty in computing the resultant power. A spherical over-refraction without 

cylinder refraction may be performed. 

For the Sphere: 

If sphere Rx ≥ ±4.00D, compensate for vertex distance. If sphere Rx < ±4.00D, vertex 

compensation is generally not necessary, however may be required for larger vertex distances. 

For the Cylinder: 

Adjust the axis by the drift angle using the LARS method. 

 
Case Examples 

Example 1 

Manifest (spectacle) refraction: 

O.D. -2.50D / -1.75D x 180° 20/20 

O.S. -2.00D / -1.00D x 180° 20/20 

Because a toric lens with -1.00D cylinder will leave -0.75D of uncorrected cylinder in the 

right eye, you might choose to add -0.25D sphere to compensate, as shown below. 

Choose a diagnostic lens for each eye with an axis 180°. Place the lens on each eye and 

allow a minimum of 10 minutes for it to equilibrate, based on the patient’s initial 

response to the lens. If the lens has not yet stabilized, recheck until stable. 

Check the orientation of the axis mark. If the bottom axis mark is in the 6 o’clock 

position on both eyes, no axis adjustment is needed. If the lens has not yet stabilized, 

recheck until stable. 

Here is the Rx Prescribed: 

O.D. -2.75D / -1.00D x 180° 

O.S. -2.00D / -1.00D x 180° 

Example 2 

Manifest (spectacle) refraction: 

O.D. -3.00D / -1.00D x 90° 20/20 

O.S. -4.75D / -1.25D x 90° 20/20 

Since the manifest refraction in the left eye called for a power of -4.75D, compensating 

for vertex distance the sphere is reduced by 0.25D to -4.50D. Choose a diagnostic lens 

of -3.00D / -1.00D x 90° for the right eye and -4.50D / -1.00D x 90° for the left eye, the 

nearest lenses available to the power and axis needed. Place the lens on each eye and 
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allow a minimum of 10 minutes for it to equilibrate, based on the patient’s initial 

response to the lens. If the lens has not yet stabilized, recheck until stable. 

Right Eye 

The bottom orientation mark on the right lens rotates left from the 6 o’clock position by 

10° and remains stable in this position. Compensate the 10° axis drift to the left by 

adding it to the manifest refraction axis. 

Here is the Rx Prescribed: 

O.D. -3.00D / -1.00D x 100° 

Left Eye 

The bottom orientation mark on the left lens rotates right from the 6 o'clock position by 

10° and remains stable in this position. Compensate for the 10° axis drift to the right by 

subtracting it from the manifest refraction axis. 

 
Here is the Rx Prescribed: 

O.S. -4.50D / -1.00D x 80° 

6. Allow the lens to settle for a minimum 10 minutes 

7. Assess distance and near vision binocularly and monocularly 

8. Demonstrate the vision under various lighting conditions (normal and decreased illumination) 

and at distance, intermediate and near 

9. Make adjustments in power as necessary based on the distance over-refraction. The use of 

hand-held trial lenses is recommended. Check the impact on distance and near vision. 

10. If vision is still unacceptable, make adjustments in power as necessary (see “Multifocal Toric 

Troubleshooting” below). If distance and near vision are acceptable, perform a slit lamp 

examination to assess adequate fit (centration and movement). If fit is acceptable, dispense the 

lenses instructing the patient to return as per standard of care (see PATIENT MANAGEMENT 

section). 

B. Multifocal Toric Troubleshooting 

Unacceptable Near Vision: 

If it has been determined that no change is required based on the over-refraction, then add +0.25D to 

the spherical power of the non-dominant eye. 

Unacceptable Distance Vision: 

If it has been determined that no change is required based on the over-refraction, then make the 

changes as listed below: 

• If the patient is wearing two “LOW” ADD lenses, change the dominant eye to an ACUVUE® 

OASYS MAX 1-Day Contact Lens sphere lens with a power equal to the spherical equivalent 

distance prescription. 
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• If the patient is wearing two “MID” ADD lenses, change the ADD power in the dominant eye to 

the “LOW” ADD power. 

• If the patient is wearing a “MID” ADD lens in the dominant eye and a “HGH” ADD lens in the 

non-dominant eye, change the non-dominant eye to a “MID” ADD lens and add +0.25D to the 

distance power. 

Once the changes have been made for the troubleshooting repeat steps 3-6 (“Select the Initial Trial 

Lens”) to assess if the vision is acceptable. 

C. Adaptation 

Visually demanding situations should be avoided during the initial wearing period. A patient may at first 

experience some mild blurred vision, dizziness, headaches and a feeling of slight imbalance. You should 

explain the adaptational symptoms to the patient. These symptoms may last for a brief minute or for 

several weeks. The longer these symptoms persist, the poorer the prognosis for successful adaptation. 

To help in the adaptation process, the patient can be advised to first use the lenses in a comfortable 

familiar environment such as in the home. 

Some patients feel that automobile driving performance may not be optimal during the adaptation 

process. This is particularly true when driving at night. Before driving a motor vehicle, it may be 

recommended that the patient be a passenger first to make sure that their vision is satisfactory for 

operating an automobile. During the first several weeks of wear (when adaptation is occurring), it may 

be advisable for the patient to only drive during optimal driving conditions. After adaptation and success 

with these activities, the patient should be able to drive under other conditions with caution. 

All patients should be supplied with a copy of the PATIENT INSTRUCTION GUIDE for these lenses. 

Copies are available for download at www.acuvue.com. 

 MONOVISION FITTING GUIDELINES  

A. Patient Selection 

Monovision Needs Assessment 

For a good prognosis the patient should have adequately corrected distance and near visual acuity in 

each eye. The amblyopic patient with significant amounts of uncorrected astigmatism (greater than 

1.00D) in one eye may not be a good candidate for monovision correction with these lenses. 

Occupational and environmental visual demands should be considered. If the patient requires critical 

vision (visual acuity and stereopsis), it should be determined by trial whether this patient can function 

adequately with monovision correction. Monovision contact lens wear may not be optimal for activities 

such as: 

(1) visually demanding situations such as operating potentially dangerous machinery or 

performing other potentially hazardous activities; and 
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(2) driving automobiles (e.g., driving at night). Patients who cannot pass their state driver’s 

license requirements with monovision correction should be advised to not drive with this 

correction, OR may require that additional over-correction be prescribed. 

Patient Education 

All patients do not function equally well with monovision correction. Patients may not perform as well 

for certain tasks with this correction as they have with spectacles (multifocal, bifocal, trifocal, readers, 

progressives). Each patient should understand that monovision, as well as other presbyopic alternatives, 

can create a vision compromise that may reduce visual acuity and depth perception for distance and 

near tasks. Therefore, caution should be exercised. During the fitting process, it is necessary for the 

patient to realize the disadvantages as well as the advantages of clear near vision, and straight ahead 

and upward gaze that monovision contact lenses provide. 

 

 
B. Eye Selection 

Generally, the non-dominant eye is corrected for near vision. The following two methods for eye 

dominance can be used. 

1. Ocular Preference Determination Methods 

Method 1: Determine which eye is the “sighting eye.” Have the patient point to an object at 

the far end of the room. Cover one eye. If the patient is still pointing directly at 

the object, the eye being used is the dominant (sighting) eye. 

Method 2: Determine which eye will accept the added power with the least reduction in 

vision. Place a hand-held trial lens equal to the spectacle near ADD in front of 

one eye and then the other while the distance refractive error correction is in 

place for both eyes. Determine whether the patient functions best with the near 

ADD lens over the right or left eye. 

Other methods include the “Refractive Error Method” and the “Visual Demands Method.” 

2. Refractive Error Method 

For anisometropic correction, it is generally best to fit the more hyperopic (less myopic) eye for 

distance and the more myopic (less hyperopic) eye for near. 

3. Visual Demands Method 

Consider the patient’s occupation during the eye selection process to determine the critical 

vision requirements. If a patient’s gaze for near tasks is usually in one direction, correct the eye 

on that side for near. 
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Example: 

A secretary who places copy to the left side of the desk will function best with the near lens on 

the left eye. 

C. Special Fitting Characteristics 

1. Unilateral Vision Correction Requirement 

There are circumstances where only one contact lens is required. 

Example: 

A presbyopic emmetropic patient who requires a +1.75D ADD would have a +1.75D lens on the 

near eye and the other eye left without correction. 

A presbyopic patient requiring a +1.50D ADD who is -2.50D myopic in the right eye and -1.50D 

myopic in the left eye may have the right eye corrected for distance and the left uncorrected for 

near. 

2. Near ADD Determination 

Always prescribe the lens power for the near eye that provides optimal near acuity at the 

midpoint of the patient’s habitual reading distance. However, when more than one power 

provides optimal reading performance, prescribe the least plus (most minus) of the powers. 

3. Trial Lens Fitting 

A trial fitting is performed in the office to allow the patient to experience monovision correction. 

Lenses are fit according to the “General Fitting Guidelines” for base curve selection described in 

this guide. 

Case history and standard clinical evaluation procedure should be used to determine the 

prognosis. Determine the distance correction and the near correction. Next determine the near 

ADD. With trial lenses of the proper power in place, observe the reaction to this mode of 

correction. 

Allow the lenses to settle for about 10 minutes with the correct power lenses in place. Walk 

across the room and have the patient look at you. Assess the patient’s reaction to distance 

vision under these circumstances. Then have the patient look at familiar near objects such as a 

watch face or fingernails. Again assess the reaction. As the patient continues to look around the 

room at both near and distance objects, observe the reactions. Only after these vision tests are 

completed should the patient be asked to read print. Evaluate the patient’s reaction to large 

print (e.g., typewritten copy) at first and then graduate to news print and finally smaller type 

sizes. 
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After the patient’s performance under the above conditions is completed, tests of visual acuity 

and reading ability under conditions of moderately dim illumination should be attempted. 

An initial unfavorable response in the office, while indicative of a guarded prognosis, should not 

immediately rule out a more extensive trial under the usual conditions in which a patient 

functions. 

4. Adaptation 

Visually demanding situations should be avoided during the initial wearing period. A patient may 

at first experience some mild blurred vision, dizziness, headaches and a feeling of slight 

imbalance. You should explain the adaptation symptoms to the patient. These symptoms may 

last for a brief minute or for several weeks. The longer these symptoms persist, the poorer the 

prognosis for successful adaptation. 

To help in the adaptation process, the patient can be advised to first use the lenses in a 

comfortable familiar environment such as in the home. 

Some patients feel that automobile driving performance may not be optimal during the 

adaptation process. This is particularly true when driving at night. Before driving a motor 

vehicle, it may be recommended that the patient be a passenger first to make sure that their 

vision is satisfactory for operating an automobile. During the first several weeks of wear (when 

adaptation is occurring), it may be advisable for the patient to only drive during optimal driving 

conditions. After adaptation and success with these activities, the patient should be able to 

drive under other conditions with caution. 

5. Other Suggestions 

The success of the monovision technique may be further improved by having your patient follow 

the suggestions below: 

▪ Have a third contact lens (distance power) to use when critical distance viewing is needed. 

▪ Have a third contact lens (near power) to use when critical near viewing is needed. 

▪ Having supplemental spectacles to wear over the monovision contact lenses for specific 

visual tasks may improve the success of monovision correction. This is particularly applicable 

for those patients who cannot meet their state driver’s license requirements with a 

monovision correction. 

▪ Make use of proper illumination when carrying out visual tasks. 

Monovision fitting success can be improved with the following suggestions: 

▪ Reverse the distance and near eyes if a patient is having trouble adapting. 

▪ Refine the lens powers if there is trouble with adaptation. Accurate lens power is critical for 

presbyopic patients. 
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▪ Emphasize the benefits of clear near vision and straight-ahead and upward gaze with 

monovision. 

The decision to fit a patient with monovision correction is most appropriately left to the Eye Care 

Professional in conjunction with the patient after carefully considering the patient’s needs. 

All patients should be supplied with a copy of the PATIENT INSTRUCTION GUIDE for these lenses. 

Copies are available for download from www.acuvue.com. 

 PATIENT MANAGEMENT  

• Follow the accepted standard of care in fitting and following up with your patient. 

• Schedule the appropriate follow-up examination. 

• Preferably, at the follow-up visits, lenses should have been worn for at least six hours. 

• Provide the patient with a copy of the PATIENT INSTRUCTION GUIDE for these lenses, which 

can be found at www.acuvue.com. REVIEW THESE INSTRUCTIONS WITH THE PATIENT SO THAT 

HE OR SHE CLEARLY UNDERSTANDS THE PRESCRIBED WEARING AND REPLACEMENT 

SCHEDULE (DAILY DISPOSABLE). 

 WEARING SCHEDULE  

The wearing schedule should be determined by the Eye Care Professional. Regular checkups, as 

determined by the Eye Care Professional, are also extremely important. 

Patients tend to over wear the lenses initially. The Eye Care Professional should emphasize the 

importance of adhering to the initial maximum wearing schedule. Maximum wearing time should be 

determined by the Eye Care Professional based upon the patient’s physiological eye condition, because 

individual response to contact lenses varies. 

The maximum suggested wearing time for these lenses is: 

Day Hours 
 

1 6-8 
 

2 8-10 
 

3 10-12 
 

4 12-14 
 

5 and after all waking hours 
 

 
 REPLACEMENT SCHEDULE  

These lenses are indicated for daily disposable wear and should be discarded upon removal. 
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 LENS CARE DIRECTIONS  

When lenses are dispensed, the Eye Care Professional should provide the patient with appropriate and 

adequate warnings and instructions for daily disposable lens wear. 

The Eye Care Professional should review with patients that no cleaning or disinfection is needed with 

disposable lenses. Patients should always dispose of lenses when they are removed and have spare 

lenses or spectacles available. 

Basic Instructions: 

• Always wash, rinse, and dry hands before handling contact lenses. 

• Do not use saliva or anything other than the recommended solutions for lubricating or rewetting 

lenses. Do not put lenses in the mouth. 

• Eye Care Professionals may recommend a lubricating/rewetting solution which can be used to 

wet (lubricate) lenses while they are being worn to make them more comfortable. 

Care for a Sticking (Non-Moving) Lens 

During removal, if the lens sticks to the eye, the patient should be instructed to apply a few drops of the 

recommended lubricating or rewetting solution directly to the eye and wait until the lens begins to 

move freely on the eye before removing it. If non-movement of the lens continues after a few minutes, 

the patient should immediately consult the Eye Care Professional. 

 EMERGENCIES  

The patient should be informed that if chemicals of any kind (household products, gardening solutions, 

laboratory chemicals, etc.) are splashed into the eyes, the patient should: FLUSH EYES IMMEDIATELY 

WITH TAP WATER AND IMMEDIATELY CONTACT THE EYE CARE PROFESSIONAL OR VISIT A HOSPITAL 

EMERGENCY ROOM WITHOUT DELAY. 

 REPORTING OF ADVERSE REACTIONS  

All serious adverse experiences and adverse reactions observed in patients wearing these lenses or 

experienced with the lenses should be reported to: 

Johnson & Johnson Vision Care, Inc. 

7500 Centurion Parkway 

Jacksonville, FL 32256 

USA 

Tel: 1-800-843-2020 

www.acuvue.com 
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Clinical Study Protocol 

Johnson & Johnson Vision Care, Inc. 

 
PROTOCOL COMPLIANCE INVESTIGATOR(S) SIGNATURE PAGE 

Protocol Number and Title: CR-6612 Pilot Dispensing Study of Two Marketed Daily Disposable Multifocal 

Contact Lenses 

Version and Date: 3.0 17 July 2025 

 

I have read and understand the protocol specified above and agree on its content. 

 

I agree to conduct this study according to ISO 141551, Declaration of Helsinki2 , United States (US) Code of 

Federal Regulations (CFR)3, and International Council for Harmonization Good Clinical Practice E6(R2) (ICH 

GCP)4 and the pertinent individual country laws/regulations and to comply with its obligations, subject to ethical 

and safety considerations. I, as the Principal Investigator, am responsible for ensuring that all clinical site 

personnel, including Sub-Investigators, adhere to all regulations and GCP guidelines regarding clinical trials 

during and after study completion. 

I will assure that no deviation from or changes to the protocol will take place without prior agreement from the 

Sponsor and documented approval from the Institutional Review Board (IRB), except where necessary to 

eliminate an immediate hazard(s) to the trial subjects. 

 

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

Training before participating in the study. 

I confirm I am licensed, registered, or certified to provide optometric care to subjects in the state or Country of 

Study Conduct. 

 

I agree to ensure that all clinical site personnel involved in the conduct of this study are informed about their 

obligations in meeting the above commitments. 

I shall not disclose the information contained in this protocol or any results obtained from this study without 

written authorization. 

 

 

 
Principal 
Investigator:      

Signature Date 

 

Name and Professional Position (Printed)  

Institution/Site:    

Institution/Site Name  

Institution/Site Address  

 


