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1. 1Scope
Part 1-11: General This International Standard applies to
requirements for basic the BASIC SAFETY and ESSENTIAL
safety and essential PERFORMANCE of MEDICAL ELECTRICAL
performance - EQUIPMENT and MEDICAL ELECTRICAL SYSTEMS
Collateral Standard: for use in the HOME HEALTHCARE
IEC 60601-1-11
Requirements for ENVIRONMENT, as defined in 3.1, and
+AMD1:2020
medical electrical specified by the MANUFACTURER in the
equipment and medical instructions for use. This International

electrical systems used | Standard applies regardless of whether
in the home healthcare the ME EQUIPMENT or ME SYSTEM is intended
environment for use by a LAY OPERATOR or by trained

healthcare personnel.
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@ FDAMmedical devices database DIBF & HER TE/2H D

HIPAAY A b DS OIERICEES 2 E2ER/IT 7 7Y ZihH

BERUNTY—F

® reSET-O(Sandoz Inc. , division of Novartis): a
PDT for treating individuals with Opioid Use
Disorder

.Ecg App (Apple Inc.) : electrocardiogram (ECG)

.Resolutionmd(CaIga[y Scientific Inc. ) :
electrocardiogram (ECG)

https://www.darkdaily.com/fda-approves-digital-therapeutics-
technologies-to-treat-patient-behavioral-conditions-that-interfere-
with-positive-healthcare-outcomes/

https://mlsdev.com/blog/medical-app-development

HIPAA-compliant apps

BEI VSV AV b

AdviceCoach

Practice fusion

AdviceCoach

Practice fusion

https://advicecoach.com/

https://www.practicefusion.com/phr/

FERAE Welldoc Blue Star https://www.welldoc.com/

(Welldoc for heart failure , &MES & %)
glooko dispend https://www-int.glooko.com/patients/

=R ER Dr Doctor on demand Dr Doctor on demand https://www.doctorondemand.com/

T EETR Medisafe Medisafe https://www.medisafeapp.com/

) S Cohero health Cohero health https://coherohealth.com/

strados strados http://stradoslabs.com/
propeller propeller https://www.propellerhealth.com/

FEE My pain diary My pain diary http://mypaindiary.com/

NBRT T Kinsa Kinsa https://www.Kinsahealth.co
https://www.mobihealthnews.com/content/kinsa-
launches-quickcare-fda-cleared-wireless-connected-
thermometer

DB Alivecor Alivecor

Apple ECG app
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FDARAIFERIG TYXILRABEERR—E

BEOER. EIS

ReSet Pear Therapeutics 2017/9/14: De Novo EAEERTEERES A4 A NMKFE
reset-0 Pear Therapeutics 2018/12/10: 510(k) BEHERERITEIRREEEE . T 1 NMRTEE
Somryst Pear Therapeutics 2020/3/23: 510(k) FEMRE R TR RS | NERGE

(Precert pilot Z10)
EndeavorRx Akili Interactive 2020/6/15: De Novo ADHDAFZ £ IEEY 7 b : ADHD
NightWare  Nightware 2020/11/6: De Novo  fRMERIC & 2 FIREDERIGERKSR
PTSDIC L 2 BE[EE

. RS2 DTEFEIZProduct Code (Wi 32 —MEMIEIR) D &

FERUATEEICAWSNSE T Y XL ZProduct Code L NILTHTRTE L 74 WMERE

RAEFENEH IR OEHE. Bt

(%)

Bluestar WellDoc, Inc 2010/7/15L %, 8> EERAAYE21—% -V 7 b9z 7 : MEET—
510(k) B8 ARVERFECEBD-ODIBERDAE. FE.

BE, fmiE,

TEEEI 1 — XK%EE (1)

Device ReSet (Pear Therapeutics, Inc.)

Decision/Clearance | 2017/9/14

Date

De Novo/ DEN160018

510(k) #

Product Code PWE: Computerized behavioral therapy device for psychiatric disorders.

(BRTW5E25 A computerized behavioral therapy device for psychiatric disorders is a prescription device intended to provide a

D—REHIZTR) computerized version of condition-specific behavioral therapy as an adjunct to clinician supervised outpatient treatment
to patients with psychiatric conditions. The digital therapy is
intended to provide patients access to therapy tools used during treatment sessions to improve recognized treatment
outcomes.

Indication for Use reSET is intended to provide cognitive behavioral therapy, as an adjunct to a contingency management system, for

patients 18 years of age and older who are currently enrolled in outpatient treatment under the supervision of a clinician.
reSET is indicated as a 12 week (90 days) prescription-only treatment for patients with substance use disorder (SUD),
who are not currently on opioid replacement therapy, who do not abuse alcohol solely, or who do not abuse

opioids as their primary substance of abuse. It is intended to:

- increase abstinence from a patient,7s substances of abuse during treatment, and

- increase retention in the outpatient treatment program.

LIMITATIONS

The reSET was not demonstrated to be effective for patients reporting opioids as their primary substance of abuse.

The safety and effectiveness of reSET has not been established in patients enrolled in opioid treatment programs.

The benefit of treatment with reSET on abstinence was not evaluated beyond 12 weeks of treatment. The ability of reSET
to prevent potential relapse after treatment discontinuation has not been studied.

Patients in the control arm of the supporting clinical trial, who were treated with typical outpatient therapy, were not
eligible to receive contingency management incentives that patients treated with the desktop-based version of reSET
received. The benefit of reset without the use of contingency management incentives has not been evaluated.

PLEASE REFER TO THE LABELING FOR A MORE COMPLETE LIST OF WARNINGS, PRECAUTIONS AND
CONTRAINDICATIONS.
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Device ReSET-0 (Pear Therapeutics, Inc.)
Decision/Clear | 2018/12/10
ance Date
De Novo/ K173681 (B#tDReSet%Fifd & L < 5F)
510(k) #
Product Code | PWE: Computerized behavioral therapy device for psychiatric disorders.
(BA&TWS & | Acomputerized behavioral therapy device for psychiatric disorders is a prescription device
ZAD—%HI4% | intended to provide a computerized version of condition-specific behavioral therapy as an
) adjunct to clinician supervised outpatient treatment to patients with psychiatric conditions.

The digital therapy is intended to provide patients access to therapy tools used during
treatment sessions to improve recognized treatment outcomes.

Indication for
Use

reSET-O™ is intended to increase retention of patients with opioid use disorder (OUD) in
outpatient treatment by providing cognitive behavioral therapy, as an adjunct to outpatient
treatment that includes transmucosal buprenorphine and contingency management, for
patients 18 years or older who are currently under the supervision of a clinician. reSET-0 is
indicated as a prescription-only digital therapeutic.

TEEEI > Ea— 4R (3)

Device Somryst (Pear Therapeutics, Inc.)
Decision/Clear | 2020/3/23 (precert#|E % #| )
ance Date
De Novo/ K191716 (B4 ?reSET-0% #if & L T 5H4)
510(k) #
Product Code | PWE: Computerized behavioral therapy device for psychiatric disorders.
(BATW3 & | Acomputerized behavioral therapy device for psychiatric disorders is a prescription device
ZAD—%HI4% | intended to provide a computerized version of condition-specific behavioral therapy as an
) adjunct to clinician supervised outpatient treatment to patients with psychiatric conditions.

The digital therapy is
intended to provide patients access to therapy tools used during treatment sessions to
improve recognized treatment outcomes.

Indication for
Use

Somryst is a prescription-only digital therapeutic intended to provide a neurobehavioral
intervention (Cognitive

Behavioral Therapy for Insomnia . CBT-1) in patients 22 years of age and older with chronic
insomnia. Somryst treats

chronic insomnia by improving a patient’s insomnia symptoms.
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TV RIVEEEEE (1)
Device EndeavorRx (Akili Interactive Labs, Inc.)
Decision/Cle |2020/6/15
arance Date
De Novo/ DEN200026
510(k) #
Product Code | QFT: Digital Therapeutic Software for Attention Deficit Hyperactivity Disorder.

A digital therapy device for Attention Deficit Hyperactivity Disorder (ADHD) is a
software intended to provide therapy for ADHD or any of its individual symptoms
as an adjunct to clinician supervised treatment.

Indication for

EndeavorRx is a digital therapeutic indicated to improve attention function as

Use measured by computer-based testing in children ages 8-12 years old with primarily
inattentive or combined-type ADHD, who have a demonstrated attention issue.
Patients who engage with EndeavorRx demonstrate improvements in a digitally
assessed measure Test of Variables of Attention (TOVA) of sustained and
selective attention and may not display benefits in typical behavioral symptoms,
such as hyperactivity. EndeavorRx should be considered for use as part of a
therapeutic program that may include: clinician-directed therapy, medication,
and/or educational programs, which further address symptoms of the disorder.
T Y RIVEERKR (2)
Device NightWare Kit, Apple iPhone, Apple Watch, Apple iPhone Charging Cable, Apple Watch Charging Cable
(NightWare, Inc)

Decision/Clearan | 2020/11/6

ce Date

De Novo/ DEN200033

510(k) #

Product Code QMZ: Digital Therapy Device to Reduce Sleep Disturbance for Psychiatric Conditions

A digital therapy device to reduce sleep disturbance for psychiatric conditions is a prescription device that is
intended to provide stimulation using a general purpose computing platform to reduce sleep disturbance in
patients who experience this symptom due to psychiatric conditions such as nightmare disorder or post
traumatic stress disorder (PTSD).

Indication for Use

SummeryARAFENTWAHEWH, FDADOZ L XY ) —Z A bindication for uselZfE N2 = % 5 AL #Hi % T,

Intended for the temporary reduction of sleep disturbance related to nightmares in adults 22 years or older
who suffer from nightmare disorder or have nightmares from post-traumatic stress disorder (PTSD).

The device, called Nightware, is a digital therapeutic that uses an Apple Watch and an Apple iPhone that are
configured and logged into a software application and the Nightware server. Throughout the night, Apple
Watch sensors monitor body movement and heart rate during sleep. These data are sent to the Nightware
server and, using a proprietary algorithm, the device creates a unique sleep profile for the patient. When
Nightware detects that a patient is experiencing a nightmare based on its analysis of heart rate and body
movement, the device provides vibrations through the Apple Watch while the product is in use. Nightware is
available by prescription only and is intended for home use.
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