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¢ 3 < :Water is a boon in the desert, but the drowning man curses it.
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Temple Run v.s. Temple Jump
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Temple Jump - iPhone Gameplay ( Beware ! )
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Health IT functionality can be broadly grouped
Into three categories:

HEALTH IT

Administrative Health Medical
Functionality =~ Management Device
Functionality  Functionality
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mobile.medical apps(# #: 3 ¥ R app)

+ Mobile medical apps: meet the definition of a medical device
and are an accessory to a regulated medical device or transform
a mobile platform into a regulated medical device
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National Institutes of Health’s LactMed
app: provides nursing mothers with
Information about the effects of
medicines on breast milk and nursing
Infants
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The Snapdragon 810 Chipset Enables Leading User Experiences

Eupillur Camera
and camera

Superior 'I-Fnlm Quality mlmLthnm Better Video
ChromaFlash, and HDR video Uttra HD capture and
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" mobile apps span a wide range of health T s
functions. While many mobile apps carry _ |

minimal risk, those that can pose a greater
risk to patients will require FDA review ;

EDA

Twe encourage app developers to contact
the FDA - as early as possible - if they
have any questions about their mobile app,
its level of risk, and whether a premarket
application is required ;

What's New in Version 2.1.0
more fixes for i0O57

iPad Screenshots




Health I'T Product Lifecycle

Implenﬁentatioﬂ"'-...ll
|: and ;I
"'h Customization /

"\-.____________._.-""

Design and Post-
Development | Deployment

—

The health IT product lifecycle is depicted. Each stage is characterized by its own
distinct considerations for assuring the safe design, development, implementation,
customization, integration, and post-deployment use by health care professionals

and consumers
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Examples of Mobile Apps For Which the FDA

WIll Exercise Enforcement Discretion

+ Mobile apps that help patients with diagnosed psychiatric
conditions (e.g., post-traumatic stress disorder (PTSD),
depression, anX|ety, obsessive compulsive dlsorder) maintain
their behavioral coping skills by providing a “Skill of the Day”
behavioral technique or audio messages that the user can
access when experiencing increased anxiety;

+ Mobile apps that provide periodic educational information,
reminders, or motivational guidance to smokers trying to quit,
patients recovering from addiction, or pregnant women,;



Examples of Mobile Apps For Which the FDA
Will Exercise Enforcement Discretion

¢+ Mobile apps that use GPS location information to alert
asthmatics of environmental conditions that may cause
asthma symptoms or alert an addiction patient (substance
abusers) when near a pre-identified, high-risk location;

+ Mobile apps that use video and video games to motivate
patients to do their physical therapy exercises at home,;
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Examples of Mobile Apps For Which the
FDA Wil Exercise Enforcement Discretion

¢ Mobile apps that prompt a user to enter which herb and drug
they would like to take concurrently and provide information
about whether interactions have been seen in the literature
and a summary of what type of interaction was reported,

+ Mobile apps that help asthmatics track inhaler usage, asthma
episodes experienced, location of user at the time of an
attack, or environmental triggers of asthma attacks;
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Examples of Mobile Apps For Which the
FDA Will Exercise Enforcement Discretion

¢ Mobile apps that prompt the user to manually enter
symptomatic, behavioral or environmental information,
the specifics of which are pre-defined by a health care
provider, and store the information for later review;




Examples of Mobile Apps For Which the FDA
Wil Exercise Enforcement Discretion

¢ Mobile apps that use patient characteristics such as age, sex,
and behavioral risk factors to provide patient-specific
screening,counseling and preventive recommendations from
well-known and established authorities

¢+ Mobile apps that use a checklist of common signs and
symptoms to provide a list of possible medical conditions and

advice on when to consult a health care provider

Cervical c I sC ing medical app by ASCCP provides
guidance to OBGYN physicians
y Kelli Barbour I

wTweet| (15| [FIIY< 5] 4

= Purpose of App Review




Examples of Mobile Apps For Which the
FDA WilI'Exercise Enforcement Discretion

¢ Mobile apps that guide a user through a questionnaire of
signs and symptoms to provide a recommendation for the
type of health care facility most appropriate to their needs

¢+ Mobile apps that record the clinical conversation a clinician
has with a patient and sends it (or a link) to the patient to
access after the visit




Examples of Mobile Apps For Which the
FDA Will Exercise Enforcement Discretion

Mobile apps that are intended to allow a user to initiate a pre-
specified nurse call or emergency call using broadband or
cellular phone technology

Mobile apps that enable a patient or caregiver to create and
send an alert or general emergency notlflcatlon to first
responders

ATET 5 14:19

Share Your Feedback!

http://mobihealthnews.com/




Examples of Mobile Apps For Which the
FDA Wil Exercise Enforcement Discretion

¢ Mobile apps that keep track of medications and provide user-
configured reminders for improved medication adherence

¢+ Mobile apps that provide patients a portal into their own health
Information, such as access to information captured during a
previous clinical visit or historical trending and comparison of
vital signs (e.g., body temperature, heart rate, blood pressure,
or respiratory rate)

n adherence app for patients
17z [ 52 |Dsws 20
medcal medcation




Examples of Mobile Apps For Which the FDA
Wil Exercise Enforcement Discretion

¢+ Mobile apps that aggregate and display trends in personal

health incidents (e.g., hospitalization rates or alert
notification rates)

Mobile apps that allow a user to collect (electronically or
manually entered) blood pressure data and share this data
through email, track and trend it, or upload it to a personal or
electronic health record
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Examples of Mobile Apps For Which the
FDA Wil Exercise Enforcement Discretion

¢+ Mobile apps that provide oral health reminders or tracking
tools for users with gum disease

¢ Mobile apps that provide pre-diabetes patients with guidance
or tools to help them develop better eating habits or increase
physical activity

Disease A L

-
Score out of 100
pat.
Your score indicates you have some bone loss and/or
gum tissue damage typically associated with mild
periodontitis. This damage may be the result of current
active disease or the results of damage you experienced
in the past. Your likely treatment and on-going

maintenance needs are currently modest.




Examples of Mobile Apps For Which the FDA
Will ExerciSe Enforcement Discretion

¢ Mobile apps that display, at opportune times,
Images or other messages for a substance abuser
who wants to stop addictive behavior;

- |
Healthline Addiction v Topics & Tools w '
Yy {(=1§] ¥y L L OTIT, WY e1s el Ciet l._i:|" e I_Z:I" Lo Bl dlits CISTTed o AL [ ol ZUTS

The 19 Best Apps for
n Recovering Alcoholics

Alcoholism is a seriou ase that can endanger

o [ \
; THE BEST

i - ALCOHOLISM APPS



Medication Adherence Apps Grew Quickly in 2010; EMR,
Reference & Babies Also Fast-Growing
% Growth of iPhone Medical Subcategories

1 145.0%

&

1315%
87.5%  g379% 80.6%
69.4%  §659%
I I I 52.9%
&2 ¢ * i F
o & 2 &
@

Source: The Fastest Grawing and Most Successiul Health and Medical Apps, MobiHealthNews, November 2010
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¢ http://www.fda.gov/medicaldevices/productsandmedicalprocedures/
connectedhealth/mobilemedicalapplications/default.htm
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