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2. STUDY PROTOCOL

This was a prospective clinical study to be conducted at two investigative sites located in the United
States. The specific objective of the study was to assess the tonometer function and performance of
the TONOREF 111 to the GAT. [ TONOREF 111 and ] GAT were used during study procedures.

Investigators assessed I0OP and remained masked to the results of the IOP measurement.

This was an open-label study, meaning all study staff and subjects were aware of which devices were
being used. The GAT, and TONOREF |1l were used in accordance with this clinical protocol and

Operator’s Manual for each device.

Each subject was evaluated initially for suitability as a candidate for this study. Informed consent was

obtained from each candidate prior to any study specific measurements not routinely performed,



including measurements with the investigational device. Subjects that were candidates for enrollment
were asked their willingness to participate in this study and underwent the required screening for the

confirmation of compliance with inclusion and exclusion criteria.

I - to meet all inclusion and none of the exclusion criteria in order for the subject
to be enrolled in the study. || | | | N cyes were selected as the study eye(s).

Subjects were selected in accordance with the inclusion and exclusion criteria. Up to ]| subjects

were enrolled to provide approximately [J] evaluable subjects (approximately [ eligible subjects

per NN

3. STATISTICAL ANALYSIS PLAN

Analysis of Study Endpoints

For the study eye(s), the 10P value measured with || |G
I inus the 10P value measured with [
I -0 s the difference between the test and predicate tonometer.

For | il be used for the analysis.

For |
I i be used for the analysis. Otherwise, NN
I il be ussedl

The difference between | | 2n I /i1 be analyzed in the following |l



The data analysis will include a comparison of the frequencies of all AEs, and ADEs (including

subject complaints and corneal abrasions for the test device and reference tonometer).

The report of clinical agreement results will include the following presentation of results and

analyses:

a) Scatter plot of measured 10P values, with || | | B on the y-axis versus

I o the x-axis, using the same scale for the x and y axes.
b)  Similar to the Bland-Altman plot, the difference ([l minus G

versus [ results will be plotted with the mean difference and the 95% and
99% LOA:s indicated.

Analysis of Safety Endpoints

The data analysis will include a comparison of the frequencies of all AEs and ADEs. AEs reported
will be listed by subject and subject complaints and corneal abrasions for the test and reference

devices will be specified.



