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This study evaluates the performance of the Device Comparison A B
OMED Health® Breath Analyzer for measuring
breath hydrogen and methane, compared to A total of 243 breath samples were collected from 54 participants, with | Time based
the gold-standard in-clinic HMBT, and explore complete data available for hydrogen and methane measurements across Bojj i IMO diagnoses SIBO diagnoses (EU criterion)
its feasibility for continuous, real-time breath both devices. e | —ones g )
?ac;?elmgcﬁtholHngErﬁi;nLi:tr\rr?ergaqse . These data enabled direct comparison of hydrogen and methane d L IS ey : - :
SrterslsiEl smel e Shere f herE e concentratlons_bet\_/vgen the QMED Health® Breath Analyzer and the B ” e = -
ail ' gold-standard in-clinic HMBT instrument. Measurements showed L, OMEDHdrogen HMBT Hydrogen Hydrogen error distribution - T
comparable error distributions for both gases. A slight positive bias was g g
observed in OMED hydrogen readings relative to the in-clinic HMBT (Figure = 5 O 5
Introduc- 3A); however, as demonstrated this did not affect the diagnostic accuracy oL o —owo
of the device. §f§ ﬁ o ;%ff }:‘ ’ 33‘2‘ Negative Positive Negative Positive
Intestinal methanogen overgrowth (IMO) is 5 % % wm  w w0 m e w  w w w10 o o m % o OMED OMED
characterized by the excessive presence of Diagnostic Concordance Frer e
methane-producing archaea in the gut and is
associated wi.th gastroinFestina_I (GIl) symptoms IMO and SIBO diagnostic results generated using OMED Health® Breath C Monitoring of Breath Methane Levels Over Time Using the D Monitoring of Breath Methane Levels Over Time Using the
such as bloating, abdominal pain, and Analyzer were compared against the in-clinic HMBT instrument, showing . OMED Health Breath Analyzer , OMIED Helth Breath Analyzer
constipation’. In-clinic and send-out hydrogen and >90% concordance. The confusion matrix (Figure 3B) illustrates the number :
methane breath tests (HMBTs) are commonly used  and proportion of matched and mismatched outcomes. High concordance . " TR © %0 .
for diagnosis. was observed, with only one IMO false positive and one SIBO false negative ] g . J_
identified. 8 4 : —-— e
HMBTs typically involve a challenge test (ingestion g g 30
of a glucose or lactulose substrate) with IMO Case Study: IMO Monitoring with OMED 2 5 [\ £ 5 LI O
defined by a breath methane peak exceeding 10 § @
ppm at any time*. However, these assessments Patient A was diagnosed with IMO on May 7, 2024, with a daily average 7 2 | © T T o
require patient preparation and are limited by the methane level of 23.6 £+ 1.79 ppm. Following initiation of herbal ® o E— . —
fixed number of breath samples taken during the antimicrobial therapy on June 13, methane levels decreased from 35.7 ppm ° B T N P
test. to 2.64 ppm over two weeks. \ I A S A AL
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Here, we evaluate the OMED Health® Breath Subsequent continuous, non-fasting monitoring revealed a rebound in
Analyzer for its ability to accurately measure methane, leading to a second IMO-positive diagnosis on July 16 (average: _ | | | | )
breath methane and hydrogen. We present 24.3  3.79 ppm). A follow-up course of antibiotics reduced levels from 32.8  Figure 2- ) Comparisan of average hyrogen and methane vales from the HMET (mear of o consecutie samples) with comesponaing ONED Healt
pre“m'nary data demonstratlng Its potentlal for ppm to 3.56 ppom within two weeks, after which the patient reported HMBT testing for IMO and SIBO. High concordance was observed, with >90% accuracy for both diagnoses (per EU criteria). C) Daily average breath methane
diagnosis and Iongitudinal monitoring of IMO IMO-negative. By September, methane levels remained low (3_07 + 0.94 levels in Patient A before and_ after treatment 1, with recurrence and resolu_tion following treatment 2. D) Mean breath methane levels in Patient A pre- and
treatment response in a real-world setting. oom). These findings are summarized in Figures 3C and 3D. post-treatment 1 and 2, showing treatment response and sustained reduction post-treatment 2.
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OMED Health® Breath Analyzer - the OMED Health® Breath Analyzer is a handheld device that Longitudinal sampling is increasingly recognized for
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measures hydrogen and methane concentrations in real time from exhaled breath. The device _ Noter Gropiets enabling real-time analysis and establishing The role of the microbiome for human health:
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change in absolute gas concentration between breath samples, the two readings from the showing the (patent pending) airflow path, filter design, and gold-standard in-clinic HMBT for both IMO and SIBO, hrtim-_// - y 0t/20241
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