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BACKGROUND & INTRODUCTION

The TEMPO Registry (TruEye and Moist Performance Overview Registry) is a post-market
surveillance registry designed to assess rates of corneal infiltrative events (CIEs) with two brands of
Daily Disposable (DD) lenses. Annual incidence of CIEs was 0.2%/year, significantly lower than the
3-4% rate found previously with reusable soft contact lenses (SCLs). This result was despite some
degree of non-compliant use of the DD lenses; namely overnight wear and storage and reuse.

PURPOSE

To describe predictors for overnight wear (EW) and storage and reuse (re-use) of daily disposable
(DD) lenses among wearers of silicone hydrogel (SiHyDD) or hydrogel daily disposable (HydDD)
lenses in the 7 DAY ACUVUE® TruEye® or 1-DAY ACUVUE® MOIST® Performance Overview
(TEMPO) Registry (#{NCT01467557).

METHODS
Analyzed Registry Population

* |IRB approval and informed consent completed prior to registration

» Decisions on SCL fitting were independent of the Registry protocol in 37 North American clinics

« Fit within prior 10 days with etafilcon A HydDD lenses (1-DAY ACUVUE® MOIST®) or narafilcon b
SiHyDD lenses (1-DAY ACUVUE® TrukEye®)

* Follow-up surveys @ 2 weeks, 4 and 12 months

» 977 habitual SCL wearers with all follow-up surveys complete

Methods
« Eye Care Professional (ECP) rated Compliance with Instructions at Registration Visit
 After Registration, internet self-administered self-branching electronic survey
« Wearer Questions on:
* Overnight Wear (EW)
DD Lens Replacement Frequency
« Storage & Reuse of DD Lenses
« Self-assessed Compliance with Care Instructions

Analysis Methods
« Reports of EW or Re-Use were modelled by generalized estimating equations (GEE)
¢ Survey was a repeated measure
« Adjustment for clustering by clinical site
Observed Cohort

Model Elements N=1,171
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« Storage & Reuse of DD Lenses 39
83% Existing Wearers
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Models for Predicting Non-Compliant DD Use

Table 1. Effect of Time in Study on Non-Compliance with DD Lenses in TEMPO Reqistry

2 Week 4 Month

12 Month
n =965

n=1026
Survey Timeframe

Table 2. Predictors of Overnight Wear of DD Lenses in the TEMPO Reqgistry
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CONCLUSIONS

Low Rates of Adverse Events Despite Some Non-Compliance
« Registry study design assesses performance in “real world” setting
* No protocol-driven training of DD wearers

Self-Assessment of Compliance to Wear & Care Instructions
« Excellent agreement between ECP and wearers self-assessed compliance

at Registration.
 Poor self—assessed compliance with Habitual CLs predicted non-compliant

storage and reuse of DD lenses (p= 0.01)
» Poor ECP assessment of compliance with Habitual CLs predicted non-
compliant storage of DD lenses (p=0.0496).

Predictors of Overnight Wear with DD Lenses

* Overnight wear of Habitual CLs was strongest predictor (OR 9.66X)

* Overnight wear increased with time from refitting (from 14.4% at 2 Weeks
to 22.2% at 12 Months)

Predictors of Storage & Reuse of DD Lenses

* Reuse of DD lenses nearly doubled with time in study (from 9.4% at 2
Weeks to 16.6% at 12 Months)
« ECP and Wearer ratings of compliance with Habitual CLs predicted reuse

of DD lenses

Training DD Wearers

« Ask wearer to self-assess how well they have followed wear and care
instructions when refitting

* Practices must emphasize habits for best use of DD lenses when refitting
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Survey Overnight Wear Store & Reuse DD Lenses
Prevalence | p-value GEE Model Prevalence | p-value GEE Model
Odds Ratio (95% C.1.) Odds Ratio (95% C.1.)
2 Week 154/1073 <0.0001 1011073 <0.0001
14.4% 9.4%
4 Month 214/1026 0.26 OR 1.56 (1.32 — 1.84) 140/1026 0.005 OR 1.52 (1.24 — 1.87)
20.9% p<0.0001 13.6% p<0.0001
12 Month 214/965 referent 160/965 referent
22.2% 16.6%

Factor Overnight Wear of DD Lenses
Odds Ratio (95% C.1.) p-value

Time from Registration 1.73 (1.41-2.12) <0.0001

(2 Week, 4 Month, 12 Month)

Overnight Wear at Registration 9.66 (7.37 - 12.67) <0.0001

Table 3. Predictors of Storage & Reuse of DD Lenses in the TEMPO Registry

Factor Store & Reuse DD Lenses
Odds Ratio (95% C.1.) p-value

Time from Registration 1.65 (1.29 - 2.09) <0.0001

(2 Week, 4 Month, 12 Month)

Wearer Assessment of Compliance 1.72(1.14 - 2.61) 0.01

(Regqistration)

Eye Care Practitioner Compliance Rating 1.56 (1.0009 — 2.43) 0.0496

(Regqistration)
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