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SYNOPSIS  
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COMMONLY USED ABBREVIATIONS AND DEFINITIONS OF TERMS 
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1. INTRODUCTION AND BACKGROUND 

1.1. Name and Descriptions of Investigational Products  

1.2. Intended Use of Investigational Products 

1.3. Summary of Findings from Nonclinical Studies 

1.4. Summary of Known Risks and Benefits to Human Subjects 

1.5. Relevant Literature References and Prior Clinical Data Relevant to Proposed 
Clinical Study 
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2. STUDY OBJECTIVES, ENDPOINTS AND HYPOTHESES 

2.1. Objectives  

2.2. Endpoints  

2.3. Hypotheses 

3. TARGETED STUDY POPULATION 

3.1. General Characteristics  
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3.2. Inclusion Criteria 

3.3. Exclusion Criteria 
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3.4. Enrollment Strategy 

4. STUDY DESIGN AND RATIONALE 

4.1. Description of Study Design 

4.2. Study Design Rationale 

4.3. Enrollment Target and Study Duration 
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5. TEST ARTICLE ALLOCATION AND MASKING 

5.1. Test Article Allocation  

5.2. Masking 

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

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

(Daily Disposable 
Lenses)

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

(Reusable Lenses)

.

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

.

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

Near, Bright Illuminance
Reduced Guillon-Poling Charts
(

Distance, Dim Illuminance (with Distance
goggles)
High Contrast ETDRS Charts 4

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

NOTE:
The room illuminance must be 
between 7.3 and 7.9 EV (394-597
lux).
Distance, HC-1 Chart luminance
Acceptable Range 10.5-10.7 EV 
(181-208 cd/m2).
Guillon-Poling, Near Chart 
Luminance Acceptable Range 10.8-
11.1 EV (223-274 cd/m2).
Do not use the Mesopic filter for Dim 
luminance (Dim luminance will be 
simulated by using the goggles)
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If either lens is deemed unacceptable, the 
subject will be discontinued from the study.
Remove the lenses, perform a slit-lamp
evaluation, and complete the Final Evaluation 
form.

Note:

NOTE: Subject may wear their habitual 
spectacles or contact lenses during the 
washout period.
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(Daily Reusable 
Lenses)

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

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

NOTE: To count the follow-up visit as a day 
of wear the Subject must have worn the 
study lenses for 6 hours prior to the visit.
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If either lens is deemed unacceptable, the 
subject will be discontinued from the study.  
Remove the lenses, perform a slit-lamp
evaluation, and complete the Final Evaluation 
form.
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(Reusable Lenses) 

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

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

NOTE:
The room illuminance must be 
between 7.3 and 7.9 EV (394-597
lux).
Distance, HC-1 Chart luminance 
Acceptable Range 10.5-10.7 EV 
(181-208 cd/m2).
Guillon-Poling, Near Chart 
Luminance Acceptable Range 10.8-
11.1 EV (223-274 cd/m2).
Do not use the Mesopic filter for Dim 
luminance (Dim luminance will be 
simulated by using the goggles)

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

8.1. Completion Criteria 

8.2. Withdrawal/Discontinuation from the Study 
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9. PRE-STUDY AND CONCOMITANT INTERVENTION/MEDICATION 

10. DEVIATIONS FROM THE PROTOCOL 

11. STUDY TERMINATION 
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12. PROCEDURE FOR HANDLING PRODUCT QUALITY COMPLAINTS 
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13. ADVERSE EVENTS 

13.1. Definitions and Classifications 

Adverse Event (AE) 

NOTES:
Note 1 to entry: This definition includes events related to the investigational medical 
device or the comparator.
Note 2 to entry: This definition includes events related to the procedures involved.
Note 3 to entry: For users or other persons, this definition is restricted to events related 
to investigational medical devices.”1

Serious Adverse Event (SAE) 
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Significant Adverse Events
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Non-Significant Adverse Events

Adverse Device Effect (ADE) 

NOTES:
Note 1 to entry: This definition includes adverse events resulting from insufficient or 
inadequate instructions for use, deployment, implantation, installation, or operation, or 
any malfunction of the investigational medical device.
Note 2 to entry: This definition includes any event resulting from use error or from 
intentional misuse of the investigational medical device.”1

Unanticipated Adverse Device Effect (UADE) 

13.2. Assessing Adverse Events 
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13.2.1. Causality Assessment 

Causality Assessment 

13.2.2. Severity Assessment 

Severity Assessment 

13.3. Documentation and Follow-Up of Adverse Events 
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13.4. Reporting Adverse Events  

13.4.1. Reporting Adverse Events to Sponsor 

Serious/Significant Adverse Events

Unanticipated (Serious) Adverse Device Effect (UADE)
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Non-Serious Adverse Events

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

13.4.3. Event of Special Interest 

13.5. Reporting of Pregnancy 

14. STATISTICAL METHODS 

14.1. General Considerations 
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14.2. Sample Size Justification 

14.3. Analysis Populations 

Safety Population:

Per-Protocol Population: 

Intent-to-Treat (ITT) Population:

14.4. Level of Statistical Significance 
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14.5. Primary Analysis  

14.6. Secondary Analysis  
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14.7. Other Exploratory Analyses  

14.8. Interim Analysis 

14.9. Procedure for Handling Missing Data and Drop-Outs 

14.10. Procedure for Reporting Deviations from Statistical Plan 

15. DATA HANDLING AND RECORD KEEPING/ARCHIVING 

15.1. Electronic Case Report Form/Data Collection 
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15.2. Subject Record 

16. DATA MANAGEMENT 

16.1. Access to Source Data/Document 
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16.2. Confidentiality of Information 

16.3. Data Quality Assurance 

17. MONITORING 
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18. ETHICAL AND REGULATORY ASPECTS 

18.1. Study-Specific Design Considerations 

18.2. Investigator Responsibility 

18.3. Independent Ethics Committee or Institutional Review Board (IEC/IRB) 
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18.4. Informed Consent 
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18.5. Privacy of Personal Data 

CR-6344, v1.0  
Page 74 of 259

JJVC Confidential 



19. STUDY RECORD RETENTION 

20. FINANCIAL CONSIDERATIONS 
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21. PUBLICATION 

22. REFERENCES 

Communications in Statistics—Simulation and Computation.

Biometrics
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APPENDIX A: PATIENT REPORTED OUTCOMES (STUDY QUESTIONNAIRES) 
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APPENDIX B: PATIENT INSTRUCTION GUIDE   
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APPENDIX C: PACKAGE INSERT (APPROVED PRODUCT) 
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APPENDIX D: BINOCULAR OVER REFRACTION 
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APPENDIX E: PRESBYOPIC SYMPTOMS QUESTIONNAIRE 

Presbyopic Symptoms Questionnaire
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APPENDIX G: ALCON DAILIES TOTAL 1 MULTIFOCAL CONTACT LENS 
FITTING GUIDE 
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Monovision Fitting Guidelines.

A. Lens Base Curve Selection

B.  Initial Lens Power Selection

Vertex Distance Conversion

Vertex Distance Conversion Chart
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C.  Lens Fit Assessment

Characteristics of a Well-fitted Lens

Characteristics of a Tight (Steep) Lens Fit

Characteristics of a Loose (Flat) Lens Fit
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General Fitting Tips

D.          Final Lens Power Determination
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Pre-fitting Examination

Patient Selection
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Ideal Candidates

both

always

Less than Ideal Candidates

(> 4 mm) or smaller (<3 mm) 

CR-6344, v1.0  
Page 131 of 259

JJVC Confidential 





14

4.  Initial Lens Fitting Evaluation
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5. Initial Lens Visual Evaluation
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A.  Monovision Needs Assessment

B.  Patient Education
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Unilateral Lens Correction

Amblyopia

Astigmatism
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General 
Fitting Guidelines and Base Curve Selection 
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A.  Verification of Lens Fit

B.  Hygiene and Lens Handling Instructions
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C.  Lens Wear and Replacement Schedules (see Package Insert) 

D.  Lens Care Directions (see Package Insert)

E.  Specific Instructions for Presbyopic Patients
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F.   Additional Instructions
Review the Package Insert

Provide the Patient Instruction Booklet for DAILIES TOTAL1* 
and DAILIES TOTAL1* Multifocal (delefilcon A) Contact Lenses. 
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APPENDIX H: ALCON AIR OPTIX MULTIFOCAL CONTACT LENS PLUS 
HYDRAGLYDE FITTING GUIDE 
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Actions

Warnings
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7

Package
Insert 

Package Insert 

Please see the appropriate sections of this booklet that contain guidelines
for spherical, toric, multifocal, and monovision fitting techniques.

CR-6344, v1.0  
Page 161 of 259

JJVC Confidential 



8

1. Patient Selection

Fitting guidelines 
(Monovision).

2. Pre-fitting Examination

3. Trial Lens Evaluation

A.Lens Base Curve Selection:

B. Initial Lens Power Selection
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Vertex Distance Conversion Chart

C.Lens Fit Assessment
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D. Final Lens Power Determination
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1. Patient Selection

Fitting 
guidelines (Monovision).

2. Pre-fitting Examination

Package Insert indications contraindications

3. Fitting Methods
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Well-fitted Lens 

Fitting guidelines (Monovision) .

4. Initial Base Curve Selection

5. Initial Lens Power Selection
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6. Lens Fit Evaluation

Push-up Test
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7. Initial Lens Orientation Evaluation
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absolute value 
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1. Pre-fitting Examination

2. Patient Selection
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both

always
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4. Initial Lens Fitting Evaluation

Push-up Test 
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Push-up Test 

5. Initial Lens Visual Evaluation

6. Fitting Procedures
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with the eye

where may 
may

Patients
should be instructed to make use of good light when reading fine print.
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1. Patient Selection

B) Patient Education

2. Eye Selection
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3. Special Fitting Considerations
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Eye Selection

Near Add Determination

Trial Lens Fitting

Fitting 
Guidelines Base Curve Selection 

Adaptation
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Other Suggestions

Patient instruction Booklet
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Review the Package Insert

Provide the Patient Instruction Booklet for AIR OPTIX* AQUA,
AIR OPTIX* plus HydraGlyde*, AIR OPTIX* for Astigmatism, AIR OPTIX*
plus HydraGlyde* for Astigmatism AIR OPTIX* AQUA Multifocal and
AIR OPTIX* plus HydraGlyde*Multifocal (lotrafilcon B) soft contact
lenses

Patient Instruction Booklet 
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CLEAR CARE* Cleaning & 
Disinfecting Solution

CLEAR CARE* PLUS Cleaning & 
Disinfecting Solution

OPTI-FREE PureMoist Multi-
Purpose Disinfecting Solution

Other ALCON® Lens Care Products
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 LIMBAL & CONJUNCTIVAL (BULBAR) REDNESS  
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 EXPANDED SODIUM FLUORESCEIN CORNEAL STAINING 
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 DETERMINATION OF NEAR ADD 
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 NEAR LOGMAR VISUAL ACUITY MEASUREMENT PROCEDURE 
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 LENS FITTING CHARACTERISTICS  
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 SUBJECT REPORTED OCULAR SYMPTOMS 
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 DETERMINATION OF DISTANCE SPHEROCYLINDRICAL 
REFRACTIONS 
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 BIOMICROSCOPY SCALE 
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 KERATOMETRY 
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 DISTANCE AND NEAR VISUAL ACUITY EVALUATION 
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 ETDRS DISTANCE VISUAL ACUITY MEASURMENT PROCEDURE 
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 VISUAL ACUITY CHART LUMINANCE AND ROOM ILLUMINATION 
TESTING 
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PROTOCOL COMPLIANCE INVESTIGATOR(S) SIGNATURE PAGE 
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