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forms to include questions that aim
to investigate if online health
resources, originating from Websites
blogs social networking sites, have
drawn attention and have influenced
the decision making process that has
led the patient to assume a drug,
even in combination with other
medication. In this way new type of
data from ADR forms could be
collected in central databases to
allow their analysis and monitoring.
The tendency of WHO is to
gradually widen the aims of the
pharmacovigilance to include food
additives, herbal medicines, vaccines
and cosmetics. The application of the
Authors’ study could apply to these
further areas. Conclusions: New
collected data in pharmacovigilance
databases could help to better
understand patterns of drug use
within the society and to shed light
on the blurred area of harm derived
from the use of inaccurate online
health information. Furthermore,
new information could be obtained to
draw countermeasures and policies
for the benefits of public health. *
Notification statement: some of the
material has been reused with
permissions from a recently accepted
publication in Trends in
Pharmacological Sciences (DOI:
10.1016/j.tips.2013.05.001).
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Background The number of Mobile
Medical applications or “mobile
medical apps” has been growing
exponentially in the last few months
and they are expected to grow even
more in the next future. The use of
health apps promises to be a means
for improving patient care and
making easier professional activity.
However, some cases of malfunction
or inaccurate diagnosis and treatment
recommendations have been
reported. Regulations are necessary
tools to safeguard users (general
public and professionals) and support
the product development. In this
work we present a preliminary
analysis of the current
recommendations related to medical
apps, and based on the previous
experience acquired, in the
accreditation activities of health
related content websites of the
Medical Association of Barcelona
during ten years, we put forward the
development of a specific health
apps certification program in Spain.
Objective To determine the existence
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of practical recommendations for the
design and use of medical and health
apps and, by analyzing them, to
establish the basis for setting up a
health apps certification program.
Methods Based on the combination
of several keywords in Google, Bing
and Yahoo!, the first 50 links,
displayed in the page results of these
search engines in the 20th February
2013, were reviewed in order to find
recommendations and practical
guidelines related to medical and
health apps. The search strategy used
was the following: ("mobile medical
application" OR "health apps" OR
"medical apps") AND (regulation
OR guidance OR ((certification OR
accreditation) program OR
standards) OR "practical guide").
Results There are several institutions
around the world promoting
recommendations and practical
guidelines for the design,
implementation and use of medical
and health apps, such as the Food
and Drug Administration, Happtique,
Devices 4 Limited or mHIMSS.
Other institutions such as the
European Commission, the National
Library of Medicine or the National
Health Service (UK) are promoting a
repository website (something like
an app store) where some apps are
included after been submitted to
some kind of screening process. The
CE Mark for medical devices
(European Commission) could be
applied in some kinds of apps used in
clinical environments. The main
recommendations include standards

related to accessibility, privacy and
confidentiality, technical aspects,
security and scientific accuracy.
Conclusions The use of medical
apps, above all those that are used in
a clinical environment, should follow
certain regulatory requirements and a
clear protocol in the process of
designing them to guarantee that, as
much the health information as the
clinical advice (diagnosis or
treatment) they are providing, are
accurate and avoid the potential risks
to public health and patients. As a
first step it seems critical to establish
whether an app is a medical or not.
Based on the analysis of international
practical guidelines, the process
model of the experienced quality
program of health-related content
websites, and the application of the
specific features and use of medical
apps, the most important standards
and process of a certification
program have been defined (target
and general information, technical
aspects, security, privacy and
scientific content).
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