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Image 2. Tearscope Plus™ (detail of
corneal reflection used for NIBUT)
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Image 1. Tearscope Flus™
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METHODS

This single-center, single visit, randomized, double-masked exploratory trial compared the
extension of TFBUT between a new formulation of glvcerin 1% and a commercially available
artificial tear formulation of propvlene glveol (0.3%) and polvethvlene glveol (0.4%). All
subjects received a single instilladon of 30 pL of each product randomly assigned to one of their
eves. Non-lhvasive Break-Up Time (NIBUT) and Fluorescein Break-Up Time (FBUT) were
measured in 3 groups of subjects (N=16) in order to assess the performance of these products in
patients with different stages of drv eve disease. The smdv groups were asvmptomatic to mild
(Group 1; n=3), mild to moderate (Group 2; n=53), and moderate to severe (Group 3; n=6).
NIBUT was measured using the Tearscope Plus (Image 1 and 2) at pre-instillation and again at
15, 30, 60, and 120 mimutes after mstillation. FBUT was measured at 120 minutes after
instillation. The tenets of the Declaration of Helsinki were followed in this study. The informed
consent and protocol were approved bv the Research Subjects Review Board (RSRB) at the
University of Rochester School of Medicine and Dentistry in Rochester, New York.
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Figure 1. MeanNon-Invasive Break-Up Time (W IBUT} Extension at 15 minwes (N=18)
* The new formulaton contsining ghoern 1% signficantly extended NIBUT by 14.67 seconds at 15minutes (p =0.05)
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Figure 2. MeanFlueorescein Bresk-Up Time (FBUT) 2t 120 minwes (N=18)
* The new formulstion contsining ghoern 1% had a FEUT 452 seconds longer than the sctive comparator at 120 minues {p=0.12}
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Figure 3. MeanNon-Invasive Break-Uip Time (N BUT) Extension with outiiers removed (n=13}

* The new f ormulation contsining ghyoern 1% extended mean NIBUT at 15 minwies (p=0.08)

“**The newfomulstion containing ghwoerin 1% hada mean NIBUT signficantly longer than the active compamtor 31 120
minutes (p =0.03)

CONCLUSION

This studv suggests glvcerin 1% can be formulated to significantly prolong NIBUT at 15 minutes,
and that protective activity from an artificial tear product for two hours after eve drop instillation is
possible. A trend showing that the new glveerin 1% formmulation acts longer than a market leading
product at 120 minutes was seen. A new formulation of glycerin 1% is a promising therapy for dry
eve disease.
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