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The subject’s optimal vertexed spherical equivalent 

–
The subject’s refractive cylinder must be  1.00
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simplex/zoster, Sjögren’s syndrome, xerophthalmia, 
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Investigator’s Brochure
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The risks of wearing soft contact lenses are well known and are described in the Investigator’s 

Prior clinical data is summarized in the Investigator’s Brochure.  

J Clin Diagn Res

Ophthalmic and Physiological 
Optics

Lighting Research and 
Technology
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Ophthalmic and Physiological Optics

In Proceedings of the Human Factors 
and Ergonomics Society Annual Meeting

Journal of Refractive Surgery

Optometry & Vision Science

Optometry & Vision Science

Headache: The Journal of Head and Face Pain

Applied Ergonomics
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™

“I was satisfied with the quality of my vision in bright light ” from the CLUE™ 

“ ” from the 
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The subject’s optimal vertexed spherical equivalent distance correction must be 

The subject’s refractive cylinder must be 

hyperthyroidism, recurrent herpes simplex/zoster, Sjögren’s syndrome, xerophthalmia, 
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site’s subject database
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subject’s 

nvestigator or designee will record the subject’s number on the appropriate line of the 

Log in the “Dispensed” section
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of the subject’s 

.

CR-6283, v3.0 Amendment 2.0
Page 29 of 176

JJVC CONFIDENTIAL



Subject’s own contact lens 
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Investigator’s clinical judgment regarding the subject safety reasons (that it is in the 
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indicates the study’s results 
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es reported via “Subjective Questionnaires” and “Patient 
Reported Outcomes (PRO)”.
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PQC forms will be marked “Intentionally Left Blank” or “ILB”.  Justification for ILB must be 

– An AE is “any un

Note 1

Note 2
Note 3 

.”

–

subject’s body)
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Penetration of Bowman’s Membrane

–

–
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– An ADE is an “

Note 1 

Note 2
intentional misuse of the investigational medical device.”

–

nvestigator’s 

–

–

–

–

–

–

–
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–

–

–
with the subject’s daily activities

–
interfere with the subject’s daily activities

–
and interferes with the subject’s daily activities

be recorded and reported as an AE. Untoward medical events reported after the subject’s 

ncluding local and systemic reactions not meeting the criteria for “serious 
adverse events” 

It is the Investigator’s responsibility to maintain documentation of each reported adverse event. 
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“ongoing” without further follow
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d maintain in the subject’s records

’s written guidelines. Each 
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vestigator’s discretion, the 
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) 

and  is a 3X3 variance
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order carryover effect)  and  l=1…| 

For the  coefficients, independent no

gamma(0.001, 0.001) will be used. For , non

 0.05

< 0.05)  0.975

) 

and  is a 3X3 variance
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For the  coefficients, independent non

gamma(0.001, 0.001) will be used. For , non

5)  0.975. 
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2  n 4

l=1, … m=1, …

i=1,…5. For 

0( 1) ~ N(0,100)

0( 4| 3) ~ N(0,100)I( > 3)
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als don’t provide the evidence that subject dropout is systematic or not
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Investigator’s designated clinical site personnel.  The monitor’s responsibilities will include:

Page 72 of 176



GCP is 
an international ethical and scientific quality standard for designing, conducting, recording, 
and reporting studies that involve the participation of human subjects. Compliance with this 
standard provides public assurance that the rights, safety, and well-being of study subjects are 
protected, consistent with the principles of the Declaration of Helsinki 64th WMA General 
Assembly 2013 and that the clinical study data are credible.  The Investigator must maintain 
clinical study files in accordance with Section 8 of the ICH E6 

igator’s Brochure (or equivalent information) and amendments

Investigator’s curriculum vitae
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Investigator’s Brochure amendments or new edition(s)

, according to the IRB’s requirements
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data, to maintain the confidentiality of the person’s related health and medical information, to 

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

 Under no circumstance shall the Investigator relocate or dispose of any 
study documents before having obtained written approval from the Sponsor.

Remuneration for study services and expenses will be set forth in detail in the Investigator’s 
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Scheduling a study visit outside the subject’s acceptabl
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Optom Vis Sci.
.Senofilcon-based contact 

lens containing photochromic dye MXP7-1911 in a 1.2% concentration throughout the 
entire lens with IPA (Control lens), and PG (Test lens) hydration.

).Confirmation of an 
investigational lens pilot line clinical performance.

).Senofilcon-based soft 
contact lens containing 0.75% MXP7-1911 photochromic additive (Test) and 
senofilcon-based soft contact lens containing 1% MXP7-1911 photochromic additive 
(Control).

Generalized linear mixed models

14.2 User’s Guide. Cary, NC: SAS Institute Inc. 
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