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(SaMD : Software as Medicine)



SaMD & (X 7

(Software as a Medical Device)

« IMDRF (International Medical Devi
Regulators Forum) DEZE (20134

ce

)

e “Software as a Medical Device (SaMD)" as software
intended to be used for one or more medical
purposes that perform these purposes without
being part of a hardware medical device.

e [HETEEMZE L T2y 77T
% Software as a Medical Device| & FZ& L 7=,
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< BlueStar SMART Visit Report

.‘*’
BlueStar

Nov 29, 900 AM Nowv 29, 12:00 PM

>

mog/dl mo'd

Your blood glucose recently dropped

Send a report to:

Dr. Ethan Simmon
(BlueStar prescriber)

from very high to very low in a short Myself
period of time

| SCHEDULED REPORTS Add

i tallly @ 07 May 2015 (every 3 months)
| TODAY, WED, 04 NOV U5 Bluestar prescriber, Myself

Diabetes Mobile (_§ Did you take your breakfast meds? 12 Aug 2015 (once)
WA g @ My self
Prescription Therapy Yes 4
€000 Kick back in a comfy chair... 12 Jun 2015 (ev 30 days)
and read our collection of articles to @ My self " -
help you to manage your diabetes
Log In your way!

Sign up

(] 07 May 2015,
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' Charlene C. Quinn et al.Cluster-Randomized Trial of a Mobile Phone

Personalized Behavioral Intervention for Blood Glucose Control
Diabetes Care. 2011 Sep; 34(9): 1934-1942.
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Active control (n=160)

A novel digital intervention for actively reducing severity of paediatric
ADHD (STARS-ADHD): a randomised controlled trial & )
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