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Obesity is a chronic, relapsing, multifactorial disease and a
major public health concern. Despite its visibility, it remains one
of the world’s most neglected diseases, causing an estimated 4
million deaths globally in 2015. Traditional behavioral
interventions are costly, requiring significant healthcare
resources. Digital therapeutics (DTx) offer a scalable, cost-
effective alternative.

RESULTS

The aim of this interim analysis was to assess the short-term
effect of Wellapy DTx alongside care as usual (CAU) versus CAU
with obesity education over a 12 week period.

The primary outcome was body weight. Secondary outcomes
included quality of life, well-being, patient autonomy and

internalized

weight  stigma

assessed with validated

guestionnaires, as well as body mass index and central adiposity.

Group allocation significantly influenced weight loss outcomes (p =
0.035). The intervention group (IG) showed a significant weight loss
from baseline to week 12 (IG: -3.15%, p = 0.003, versus controls: -
1.89%, p = 0.052), with a significantly larger relative reduction in body
weight by 1.26 percentage points (95% Cl: 0.10 - 2.42, d = 0.46, p =
0.034). A multivariate approach revealed an odds ratio of 4.87 ([95%
Cl: 1.36 - 23.1], p= 0.024) in favor of the intervention group of reducing
body mass index category. See Figure 1.

Additionally, a greater proportion in the |G had meaningful
improvement in the WHOQOL-BREF psychological component score
(1G:16.7% vs. CG: 2.1%; OR: 9.01 [1.08-422.52], p = 0.024). No other
secondary outcomes reached significance at 12 weeks, though some
trends neared significance.

The study was registered in the German Clinicial Trials Register (Ref: DRKS00033906)
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Weight Loss at 12 Weeks by Group

Intervention Group (1G)

Control Group (CG)

Figure 1: Weight loss by group after 12 weeks.

METHOD CONCLUSIONS ACKNOWLEDGEMENT

This  two-arm, single-blinded randomized
controlled trial enrolled 224 adults with obesity
class I-Il (BMI 30-40 kg/m?) for a 48-week
intervention. Participants were block-
randomized (stratified by BMI and sex) into (1)
control group (CG) or (2) intervention group (IG).
100 patients were included in the interim results
at 12 weeks. Outcome assessments were
performed at "Klinische Forschung Berlin Mitte"
GmbH at baseline (TO) and after 12 weeks (T3).
Study personnel were divided into blinded
(screening) and unblinded (study-related) teams.

These interim results suggest that the Wellapy
DTx effectively supports healthy weight loss
along with improvements in health-related
quality of life in individuals with obesity, as
compared to CAU alone.

Longitudinal data are needed to confirm the
long-term effects.
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