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GlucoseReady™ 2024 Galien Award Application - History

Clinical Ink has more than 10 years of experience developing a GCP compliant electronic
data capture platform, BrainBaseline, that integrates e COA with various sensors and
digital biomarkers. This platform has been audited and validated by numerous large
pharma and academic collaborators. It has been used to assess endpoints in
neurodegeneration [Watch-PD, 2022], COVID-19 [Pfizer, 2021], and bleeding disorders
[ApcinteX, 2021], incorporating a broad range of consumer devices like the iPhone and
Apple Watch, and advanced APlIs to passively detect disease symptoms [Erb, 2020; Ehlers,
2020].

The emergence of new FDA regulations in cardiometabolic disease and the rise in trials for
weight loss, diabetes, and MASH/MASLD led to the development of GlucoseReady™ in April
2023. This platform leveraged the core code and validation of BrainBaseline and the
expertise of the same product design and engineering team [Lee, 2012; Watch-PD, 2022;
Pfizer, 2021; ApcinteX, 2021]. The mobile platform seamlessly integrates ‘bring your own
device’ (BYOD) or provisioned device data collection from wearables and sensors
supporting continuous passive data capture along with management of data derived from
active tasks driven by the study protocol.

GlucoseReady’s initial objectives were threefold: (1) establish a library of diabetes-specific
eCOA on various devices; (2) offer sensor integration to capture data from continuous and
standalone glucose monitoring devices; and (3) trigger e COA for symptomatic and
asymptomatic hypoglycemia [FDA, 2024b]. Collaboration with key sponsors revealed a
broader demand, extending GlucoseReady’s application to chronic weight management,
obesity, and MASH/MASLD. Objectives expanded to include the development of disease-
specific eCOA libraries, connected weight scales and actigraphy solutions, and the ability
to trigger specific eCOA based on digital biomarker data.

The product's scope was developed with senior clinical and technology executives from
leading drug developers. These experts emphasized the importance of the ability to
predict, track, and prevent non-adherence. To address the known high dropout and low
adherence rates in cardiometabolic trials, a digital behavior tool was required.
Accordingly, Clinical ink has established an exclusive clinical trial partnership with
Observia, a specialist provider of predictive behavioral digital tools and patient reported
adherence measures (PRAMs) [Clinical ink, 2024]. This tool, SPUR™, has been integrated
into the GlucoseReady™ suite to ensure seamless provision of a best-in-class solution for
adherence and retention. Developed over a 13 year period, the SPUR™ tool has been
validated in seven publications covering multiple chronic disorders including diabetes [de
Bock, 2022a; de Bock, 2022b; Wells, 2021; Wells, 2022; Wells, 2023; Tugaut, 2021; Dolgin,
2020]. The SPUR™ tool has been validated across different demographics and is used by
over 15 biopharma companies in 50 thousand patients and 20 different approved
medications as an adherence tool.
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Data science advancements have added numerous data transfer and visualization
elements to GlucoseReady™. Figure 1a outlines several glycemia metrics (e.g. GMI, GV,
GRI and time in/above/below ranges). Figure 1b presents a dynamic, navigable view of raw
participant estimated glucose values from a CGM. Figure 1c presents an aggregated
Median Ambulatory Glucose Profile for the selected study trial participant and timeframe.
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Figure 1b — GlucoseReady™ Raw Estimated Glucose Values (EGV)
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Figure 1c — Median Ambulatory Glucose Profile
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Using an API, GlucoseReady™ also leverages Cyntegrity’s SOC 2 (Type Il) Compliant Risk-
Based Quality Management (RBQM) solution to identify protocol non-compliance, provide
study site-to-site comparisons, create action lists for sponsor companies or CROs, and
provide insights into key risk indicators (KRIs) (See Figures 2a-2d). These issue streams are
audited and tracked within the embedded ticketing system.
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As of May 2024, GlucoseReady™ has been audited, validated, released, and contracted
with several sponsors, initially focusing on type 2 diabetes and weight management. To
date, 8 GLP-1 biopharma companies have requested RFI/RFPs and 68 have requested
information.
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