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Test Description

PredictSURE IBD™ is a 17-gene qPCR-based prognostic test with a proprietary algorithm that stratifies inflammatory
bowel disease (IBD) patients into high and low-risk groups at the point of diagnosis. The test has been validated in both
Crohn’s disease and ulcerative colitis. High-risk patients are more likely to a experience significantly more aggressive
disease than low-risk patients, with need for earlier and more frequent treatment escalations over time. (PredictSURE
IBD™ IFU; info@predictimmune for further information).
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FOR IN VITRO DIAGNOSTIC USE ONLY. The PredictSURE IBD™ prognostic test has been developed by Predictimmune Ltd, UK for prognostication purposes. The test was developed
on newly diagnosed, treatment naive IBD patients (55% Crohn'’s disease; 45% ulcerative colitis). It is not intended to be used to predict patient response to individual treatments.

The testing laboratory is responsible for executing the test and reporting the patient-specific results. Predictimmune Ltd retain responsibility for the development of the test and
performance of the test under conditions defined in the test IFU.



PredictSURE IBD™: the first validated prognostic test for Crohn’s disease and ulcerative colitis

The PredictSURE IBD™ test is performed on whole blood taken from patients with active IBD prior to starting
treatment, and stratifies patients into two subgroups that correlate with clinical outcome. Test performance has
been validated in an independent, prospective, blinded clinical study with 12 month clinical outcome data submitted
in support of CE IVD marking™.

In addition, an extended validation cohort (n=123, 66 Crohn's disease, 57 ulcerative colitis) showed that patients
classified as ‘high-risk’ at diagnosis required earlier treatment escalation (Fig 1A, B) and escalation to more potent
therapies (Fig 1C, D) than the corresponding low-risk subgroups in both Crohn’s disease (Fig 1C) and ulcerative
colitis (Fig 1D)®@.
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Combined IBD analysis for PredictSURE IBD™ CE IVD Certification

The most relevant clinical performance characteristics of the PredictSURE IBD™ test in predicting the need for
multiple (two or more) treatment escalations within the first 12 months from the moment of IBD diagnosis are:
90.8% of patients experiencing multiple escalations were in the high-risk group (sensitivity) and 98.2% of low-risk
patients did not have multiple escalations (negative predictive value).

For more information on the discovery®*% and validation® of PredictSURE IBD™, download references from our
website https.//www.predictimmune.com/publications-editorials
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