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intended to be used for one
purposes that perform these

e (SaMD)" as software
or more medical
purposes without

being part of a hardware medical device.
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SaMD ( Software as a Medical Device ) &%
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| The International Medical Device Regulators Forum (IMDRF) OE®

‘Software as a Medical Device (SaMD)’ as software intended to be used for one or more medical purposes (3%) that perform these
purposes without being part of a hardware medical device.
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Sinus Rhythm

This ECG does not show signs of atrial
fibrillation.

Sep 12, 2018 at 10:08:31 AM 2 4sec
It helps to rest your
arms on a table or

ECG your legs.
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SUSMED

Sustainable Medicine

wersEs | AERE B DA BEER, NETORMTEEL (CBT-)
AT~ 43 F R EEX
e EREEHDRH (2022%24) AR EESUIEE
RE REE R E ORI
MR -tF—  ABKKE MNETORMTEEE (CBT-1)
-ERY V-2 (EROKRE) 0F8
NN : . M= P s N "
— ARE 1 S0071A porvrams BN CE—ERESNTLDRRTEOR
AR T 1,200 A SRR mptiagt
RBOG | | _pwcanrusas
M | -tk FOLMEER N v R=RSAYIHT BGERD
[ ] el O —— —HEH (h=88) AIS*OELBIZBFEICHE
e 1 — AR (0=81) :
(@ ) (p=0.00000024)
SieE | - E 2]
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T7ER |+ BAENTRGHERBTESRZYINTE | (Landowsk etal, 2012) &M
« EMCHRBMARE 0 BE
S (] 8 AR
CBT—I *CBT-: FRME L3 R LLBRTEMZ (Cognitive Behavioral Therapy for Insomnia) AIS: FREMUE RSN AT T AR R E (Athens Insomnia Scale)
© SUSMED, Inc All rights reserved. 13
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Effect of Smartphone-based Cognitive Behavioral Therapy App on Insomnia:

a Randomized, Double-blind Study

1?5 Japanese outpatient

After 8 weeks treatment

gL

insomnia disorder based on 10503 eriteria CBT-I App Sham App Differen
Athens Insomnia Scorea9, =20 years o (n=87) (n=88) 'ggﬂ?mm P Value
Change from baseline -6.7 -3.3 =34  <0.001
AIS (4.7 1o =2.2)
less than 6 in AIS 27.7
Propartion of patient (%) 3?9 luz (14.6 to 40.8) <0.001
sleep onset laten . i -15.8
Sleep Diary mwﬂm — tmmfv s 22.7 (-26.1 to -5.4) 0.002
sleep efficien 4.6
mrhﬂepfn:rm bas&imﬁ:} 10.4 5‘3 (2.0t0 7.3) 0.001
CGI-1  Change from baseline 1.3 0.7 m?ﬁm < 0.001

Smartphone-based CBT-I App is effective for insomnia treatment.
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(ACP* *: Advance Care Planning) > RIMBRAESTH
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Al/ML based SaMD(3¢1) D B K & 325 B £ D LLE
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» e
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PMDA(3%2)
B ~2065F w2075 wm208F m20195F m20204(3%3)

(3%1) Al/ML based SaMD : Al*>Machine Learning T B $& & L f=SaMD % 59"
(X2)PMDAIZ T RTOEZESZEZ LML TWLWAHITTIEAL . BEIZLDAMIERICEO=ES
(3%3)2020F (ZCOVD-OEHEH A BAEBEEXNRELH>THEY ., BEEBLEEXAX—LHNELSD

Bl MICIN  urigits reserved | micinjp Hi 88 : hips://medicalfuturist.com/fda-approved-ai-based-algorithms/
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FRARE D Z IR (2021FE58 85, ClinicalTrials.gov)
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< BlueStar SMART Visit Report
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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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Clusfer-Randomized Trial of a Mobile
Phone Personalized Behavioral
Infervention for Blood Glucose Conftrol
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