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Introduction: The use of apps represents a revolution in mental
health. Fast, versatile, and manageable, mHealth apps allow
empowerment of patients and professionals and can even reduce
stigmatization. There is not yet a standardized method to assess their
effectiveness and safety. The objective of the EvalDepApps project is
to develop an assessment tool for apps that have management of
depression as the main goal.
Methods: The EvalDepApps project follows several stages:
(i) Systematic review and meta-analysis following the PRISMA
(Preferred Reporting Items for Systematic Reviews and Meta-
Analyses) statement, to identify evidence about effectiveness and
safety of mHealth interventions to manage depressive symptoms
among adults, and criteria to be included in the app assessment tools.
The primary outcomewas the reduction of depressive symptoms, and
only randomized controlled trials (RCTs) were included.
(ii) Delphi process with 30 participants (patients and healthcare
professionals) to reach consensus about the criteria to be included
in the tool.
(iii) Co-creation workshops with 12 healthcare professionals and
12 patients to co-design the EvalDepApps tool.
Results: Twenty-nine RCTs were included. The most common elem-
ents were psychoeducation, goal setting, and gamification. Significant
effect for mHealth interventions in reducing depressive symptoms
compared with non-active control (95% confidence interval: �0.87,
�0.37; I2=87%) was identified. Hybrid interventions combining
mHealth with face-to-face sessions were themost effective. Any study-
related adverse events were reported. Response rate was 59 percent
(26/44) in round one and 52 percent (23/44) in round two. Twenty-
eight out of 51 criteria (54.9%) were accepted by consensus. Proposals
were received about the look and feel of the content, usability aspects,
sections, and main features of the EvalDepApps tool.
Conclusions: mHealth interventions, particularly hybrid ones, can
be effective in reducing depressive symptoms. There is a need for
personalized approaches. It is important to prioritize evidence-based

principles and standardized evaluation tools. A set of 25 criteria will
be included in the EvalDepApps tool that will be co-created thanks to
the input given by healthcare professionals and people diagnosed
with depression.
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Introduction: It is well accepted that medical devices (MDs) and
procedures have several unique characteristics compared to pharma-
ceuticals, such as learning curve (LC), incremental innovation (II),
dynamic pricing (DP), and organizational impact (OI). The objective
of this study was to determine the extent to which these MD char-
acteristics are routinely assessed by health technology assessment
(HTA) agencies and incorporated in their guidelines and reports.
Methods: Three approaches were taken. First, a review of the most
recent HTA methods guidelines from 13 selected HTA agencies and
five HTA networks was undertaken. Next, HTA reports from these
agencies were reviewed for inclusion of MD-specific characteristics
for 16 selected MDs, and finally, a narrative literature review on this
topic was conducted.
Results: Twelve of thirteen included HTA organizations and some
HTA networks (2/5) have either published general or MD-specific
method guidelines, while several addressed MD-specific characteris-
tics. The National Institute for Health and Care Excellence (NICE)
included all four MD characteristics in their guidelines, but this did
not equate to their inclusion in published HTA evaluations.
EuNetHTA described the inclusion of LC (within patient safety)
and OI within their guidance. The results highlight a lack of consist-
ency among HTA organizations. For the narrative review, 10/149
articles were reviewed. Most provided recommendations on chal-
lenges faced by HTAs, proposed steps to address uncertainties
around MD characteristics and reported a lack of methodological
guidance for evaluating MDs.
Conclusions: A lack of inclusion of MD characteristics in HTA is a
complex interplay of several important factors. For these character-
istics to become a formal part of HTA of MDs in the future, clear
guidance and frameworks are required to enable manufacturers to
develop appropriate evidence and for HTA practitioners to assess
their impact more broadly.
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