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The DiagnosysFST®, Full-field Stimulus Threshold, module uses the ColorDome™
or ColorFlash™ stimulator. It measures the sensitivity of the visual field by testing
for the lowest luminance flash which elicits a visual sensation perceived by the
subject. The test is run on either dark- or light-adapted patients for one or both
eyes in an automated routine to measure a reliable threshold.

Applications

Gene therapy diagnostics

Safety or primary endpoint in clinical trials

Clinical low vision patient objective measure of vision
RP, LCA, Stargardt disease, CSNB, Achromatopsia,
Choroideremia, retinal prosthesis, others
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1. ColorFlash stimulus range is appropriate for FST tests on low vision patients only.



Why use DiagnosysFST®:

Roman, et al in 2007:
1. Test ultra -ow vision patients with a quantified, repeatable measure of vision
2. Up through at least ‘barely light perception’
3. Patients with vision up to 60 dB (6 log units in cd-s/m?) worse vision than
Normal subjects were repeatably measured

(b) 8 Normals
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DiagnosysFST® proven test-retest repeatability:

Klein and Birch in 2009:
1. 42 low vision subjects (no ERG response; unable to perform static perimetry)
2. £2 standard deviations (95% CI) was found to be £3 dB (£0.3 Log cd-s/m2)
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Fig.4.

Bland-Altman analysis for the test/retest variability of the D-FST. The difference in

threshold between test and retest within a session (y~axis) is plotted against the mean

threshold for all sessions (x-axis). The 95% confidence range (dashed lines) is +0.3 log

ed/m?



Relied on for over a decade of Gene Therapy clinical trials:

Albert M. Maguire, et al; ‘Efficacy, Safety, and Durability of Voretigene Neparvovec-
rzyl in RPE65 Mutation - Associated Inherited Retinal Dystrophy’; 2019
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Samuel G. Jacobson et al; ‘Defining Outcomes for Clinical Trials of Leber Congenital
Amaurosis Caused by GUCY2D Mutations’; 2017
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Benchmarked against all other diagnostic tests

Multi-Luminance Mobility Test (MLMT), other courses Maguire 2019; Jacobson 2017; Russell 2017; Bennett 2016; Jacobson 2012

Visual fields, perimetry Stingl 2019; Aleman 2018; Utz 2018; Stunkel 2018; Dimopoulos 2017; Ghazi
2016; Bennett 2016; Collison 2014; Bittner 2014; Messias 2013; Jacobson
2012; Lorenz 2012; Jacobson 2011; Cideciyan 2011

ocT Aleman 2018; Utz 2018; Stunkel 2018; Jacobson 2017; Ghazi 2016; Collison
2014; Ahuja 2013; Jacobson 2012; Jacobson 2009; Hauswirth 2008

ERG Stingl 2019; Utz 2018; Stunkel 2018; Collison 2014; Messias 2013; Cideciyan
2011; Klein 2009; Jacobson 2009

Pupillometry Stingl 2019; Jacobson 2017; Collison 2015; Collison 2014; Jacobson 2012;
Lorenz 2012; Jacobson 2011; Maguire 2009

Fundus photography, autofluorescence Dimopoulos 2017; Jacobson 2017; Ahuja 2013

Contrast sensitivity Bittner 2014
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