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Dear Colleagues,

With an influx of exciting partnership, reimbursement contracts and regulatory breakthroughs, it is clear 2019 has
been a ground-breaking year for the digital therapeutics industry.

In order to celebrate the industry’s collective achievements, here at the DTx Team, we've collated our top 20 favourite
pieces of DTx highlights and industry news of 2019 so far into one handy document for you.

Digital therapeutics are accelerating towards the healthcare mainstream and this year has already been crucial to
this.

Happy reading!

Jason

o

Jason Green
Head of the DTx Series




January: Otsuka and Click Therapeutics Collaborate
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January started with a bang as it was announced Otsuka therapeutic for major depressive disorder

Otsuka inten more than $300 million in an FDA-cleared software app that will apply cognitive
ith or without iption d

and Click Therapeutics signed a collaboration agreement T e o e e
to develop and commercialise Digital Therapeutics for thepharmaletter FircoBiotech
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You can view the press release here.
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https://www.businesswire.com/news/home/20190103005147/en/Otsuka-Click-Therapeutics-Collaborate-Develop-Commercialize-Digital

January: Pear Therapeutics Completes Series C Funding of $64m
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Early January saw Pear Therapeutics successfully — DEVICE &% o

close a $64 million Series C financing. Pear Therapeutics received

Temasek-led funding

This cross-disciplinary financing will allow Pear to Pear Therapeutics rakes in $64M for reSET
aogd commercialization, product development

globally commercialise their prescription digital e o s v o i o SIS0 et pricnion o ovarts, o Verares.
therapeutics and advance their clinical-stage s o st e P
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Core Lessons
. the leader in prescription digital therapeutics, today announced

BOSTON--(BUSINESS WIRE)--Pear
2964 ng led by Temasek, and joined by oth

including Novartis, 5AM Vertures, Arboretum Ver Venture Partners, The Bridge Builder
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https://www.businesswire.com/news/home/20190104005049/en/Pear-Therapeutics-Completes-64M-Series-Financing

January: Kaia Health Secures $10m in Series A Funding

January saw more exciting DTx funding
news!

Kaia Health raised $10 million in Series A
funding, led by Balderton Capital.

This funding will be used to fund further
clinical studies and to scale its app-based,
chronic pain therapy to the U.S.

Read more here
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Kaia Health Raises $10M Series A
To Scale Its Back Pain Therapy

Kaia Health Raises $10m Series A Funding
To Scale Up Back Pain Therapy App

Kaia Health gets $10M support for Al-powered 2
management of chronic pain
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Kaia Health raises $10 million to treat chronic

—

Digital physical therapy company Kaia Health lands
$10M in Series A funding

The company plans to use the money to expand its reach in the US, including a expanding to a New York |
office and more clinical studies.

By Laura Lovett | january 21,2019 SHARE [ 04
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https://techcrunch.com/2019/01/21/kaia-health-gets-10m-support-for-ai-powered-management-of-chronic-pain/

February: Cognoa Recieved FDA Breakthrough Designations

cognoa

February got Off to a great Start’ particularly for Cognoa FDA gh Desi for Autism Di ic and Digital Therapeutic Devices

Company announces first digital therapeutic device and | o \Wo rld MedTech
Cognoal

| MeettheTeam | Subscribe
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Secking faster autism diagnosis
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Cognoa scores FDA breakthrough designations

Cognoa devices for autism obtain FDA bre

The company announced that the FDA had granted e

Breakthrough Device designations for its lead
products, the first digital therapeutic and digital
diagnostic devices for autism.

Read the press release here

Cognoa, a digital devices maker, has
device designation for its diagnostic
(ASD).

‘The devices are based on the compa
enable the early detection and treat

‘The Cognoa platform leverages mach
parental inputs, diagnostic data and
“The Cognoa ASD
Diagnostic Device is being
developed to help diagnose]
autism ASD in children
aged 18-72 months, who ar
at risk for developmental
delays."

Cognoa Awarded FDA Breakthrough
Designations for Diagnostic and Digital
Therapeutic Devices for Autism

by Jasmine Pennic 02/06/2015 0 Comments

FDA Breakthrough

AL

h device designations from the U.S. FDA for its digital diagn
| precision health platform weds machine learing and predi
brises to therapeutics to create more personalized care. The
diagnostic and therapeutic decisions faster and modify

pctrum disorder, according to estimates from CDC's Autism af
any noted that the average age of autism spectrum disorder
Is, standing at more than 4 years of age.

[can empower parents and their pediatricians to act on early
s, like autism, with potentially life-changing results for childr

Cognoa, explained. "We are thankful that the FDA recogni
ese challenges. We look forward to working closely with thel

P health care professionals provide a diagnosis of autism
ths and 72 months who are at risk for developmental delays
fter the window of brain plasticity that is crucial to maximizi

00st socialization and responsiveness of children with autist
kside the clinician's office to supplement existing therapies, i
tential of reducing wait times.



https://www.medicaldevice-network.com/news/cognoa-autism-devices/

February: Big Health Launches Daylight™

BigHealth

In February Big Health launched its new product,
Daylight™,

Big Health’s New Daylight™ App Combats Worry and Anxiety with Science, Animation and the Power of Voice

fYyinc 0| @ i ‘ma Jobs i Industry Events E
February 06, 2019 05:00 ET ||

. . . . sy IEICEBIOtECH
Daylight™ is a CBT-based app focused on combating + 1ozl Big Health launches mobile therapy app aimed at anxiety

and reducing feelings of worry and anxiety. "7 disorders

Following the success of their first product, Sleepio™ (a e Davight to moross A

sleep improvement app), Big Health’s newest product has mi;gg i
the potential to help many more people back to good
mental health.
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A for anxiety

W Like its predecessor, the app combines artistic presentation with proven cognitive behavioral therapy
By strategies.

@ 5y Jonah Comstock | February 06, 2019 SHARE (7)) 354

Check out the press release here

Enabling
the shift from
acute to
community-



https://www.bighealth.com/big-health-news

February: Orion and Propeller Health Partner

Propeller Health and Orion Corporation announced a

partnership in February to bring new digital medicines for | orensnapropster Heatn patner éf’ﬁvgcm;y oo+ e+ o+ s+ o
H J Council
people with COPD and asthma. f9inc @ |Bm
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This partnership will connect Orion’s existing Easyhaler® ‘;".ZI’"" ""’”;:1""’. healthcare _healthca

micornwrmaiers it Qrion and Propeller Health bring
mr digital medicines to asthma and
« COPD p.
el 15-Feb-2019 j FierceBiotech
IECHNOIOG [ Propeller Health links up with Orion to expand its digital
How it Works  Partner With Us v Outcomes  Abdt il EUFOpe

line of inhalers with Propeller’s digital medicine platform
via a small sensor.

FiercePharma  Jobs Resources ~Webinars Industry Eve

Orion serves patients across many European countries, s coo |
this partnership will expand Propellers European s;":’(‘ilag'::’ar::;':;;e:;":ez:rlten;rltt: bring

asthma and COPD

presence. pevs e

today announced a partnership to connec
asthma and COPD to Propeller’s digital medicine platform.

VI eW th e a n n O u n Ce m e nt h e re . Orion Corporation and Propeller Health, a leading digital therapeutics company,
i t the Easyhaler® line of inhalers for



https://www.propellerhealth.com/2019/02/11/orion-propeller-health-partner-bring-new-digital-medicines-people-asthma-copd/

March: Akili and Shionogi Partner to Commercialise in Asian Markets

AKNIL) @ SHIONOGI INC.

FierceBiotech
Akili and Shionogi pair up to bring digital therapies to

In early March, Akili and Shionogi announced they were Japan and Taiwan in $125M deal

teaming up, in an exciting partnership worth $125 thepharmaletter

m||||0n AKkili partners with Shionogi on digital therapeutics in cert
- Acian marlratc

MedCity News

In exchange for $20 million upfront Shionogi will have Digital therapeutics startup Akili| Akili hands off east Asia sales, clinical

. . . o development, marketing of digital therapeut
the rights to the marketing, clinical development and g}‘lterac;l;’grﬁl;‘:n‘ieal with Japane Japanese pharma- 9
regulatory filings for AKL-T01 and AKL-T02 (AKkili’s two In exchange [ gue

] ) i ) - S0 product! Akili and Shionogi Announce Strategic
leading DTx products) in Taiwan and Japan, while Akili dependent o Partnership to Develop and

milestones. | Commercialize Digital Therapeutics in

will be eligible to receive royalties of up to $105 million. ———|Key Asian Markets

Published: Mar 7, 2019 2:00 a.m.ET
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This strategic collaboration will help bring the first e T L Ty

prescription digital therapeutics to Asian markets.



https://www.businesswire.com/news/home/20190306005880/en/Akili-Shionogi-Announce-Strategic-Partnership-Develop-Commercialize
https://www.businesswire.com/news/home/20190306005880/en/Akili-Shionogi-Announce-Strategic-Partnership-Develop-Commercialize

March: Kaia Health Outperforms Standard Physiotherapy

In a landmark study, Kaia Health announced the results
of its first randomized controlled trial of it's app-based
therapy for patients with non-specific low back pain.

The study, published in NPJ Digital Medicine reported
significantly lower pain levels compared to the control
group receiving physiotherapy and online education.

View the press release here
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‘THE ESSENTIAL RESOURCE FOR HEALTHTECH INNOVATION
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Kaia Health App-Based Back Pain Treatment

Qutperforms Standard Physiotherap

I7

in Clinical Trial

App-Based Back Pain Treatment

Outperforms Standard Physiotherapy in

Trial

Randomized controlled study is
mobile devices for self-managen

mobi

Study: Kaia Health's back pain app outperforms

Technology in Nursing Today

Join us for HETT 2019

Healtheare Data: A Puzling Game i Need of a Change

Phio the Digta Physiotherapist

Only Clinician First Solutions will Meaningfully Improve the
Patient Experience
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standard therapy, online education

While both approaches reduced participants' lower back pain, the company's exercise therapy aj|

significantly more effective in a direct comparison.
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https://www.prnewswire.com/news-releases/kaia-healths-app-based-back-pain-treatment-outperforms-standard-physiotherapy-in-clinical-trial-300845392.html

May: Happify Health Partners with Sanofi

KR happify" SANOFI v g

HEALTH
Happify and Sanofi hit the headlines in May with the Thelnnovator v corr orcrones  suenrstomcs erans imuens | sonur o o
announcement of their partnership to explore digital Startup Of The Week: Happify
therapies for patients with depression and multiple O | romoss oomeere
i Sanofi Joins Drugmakers' Bid to Treat
sclerosis. Jl Patients With Software
docwire foms—

This collaboration advances the trend of large pharma
and digital therapeutic companies working together to Drgital Hoalth Salutions, "] ygtal therapeutics co Happify 1
improve the lives of patients with difficult to treat

ngw L, v in [~} 8
conditions.
Sanofi, a prominent Fre ]
company, is working . T

View the announcement here

been researching a dig



https://www.bloomberg.com/news/articles/2019-05-15/sanofi-joins-drugmakers-move-to-treat-patients-with-software

May: German Ministry of Health Draft Bill for Covering Digital Therapeutics

In a significant country-wide step forward, the German
Ministry of Health (BMG) announced its draft bill for
legislation that will cover reimbursement of digital
therapy software.

In a process that is set to be similar to drug
reimbursement, evidence will be paramount and all
payers in Germany will be obliged to reimburse after the
decision by the BfArM (Federal Institute for Drugs and
Medical Devices).

View the announcement in German here

German Ministry of Health

fina &
pharmaphorumg
bringing healthcare together
.
Germany’s new law allows doctors
to prescribe apps with health
beneﬂts Richard
GIeissLutz ¥ NATIONAL  EXPERTISE OPLE  NEWS & EVENTS |
Gesundheitsminister Spahn will Apps
auf Rezept
HEALTHCARE AND LIFE SCIENCES
Kurznachricht. Krankenkassen sollen in Zukunft die Kosten fur
MEDICAL APPS T0O BECOME PART OF STANDARD HEALTHCARE -| " e o o
o Gesundheitsapps Gibernehmen. Das fordert CDU-Politiker Jens Spahn mit
GERMANY’S FEDERAL MINISTRY OF HEALTH PRESENTS DRAFTAQ ;. neuen Digitalisierungsgesetz.
Il HEALTH 15.Mai 2019 | Sarah Heuberger

Health Minister Spahn wants apps on

prescription

take over the ts of health

. Health i
apps in the future. Demands
digitization law.

May 15,2019 | Sarah Heuberger

CDU politician Jens Spahn with his new



https://www.gruenderszene.de/health/spahn-gesundheits-apps-rezept

May: Express Scripts Announces Launch of Digital Health Formulary
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Yet more huge n.ev.vs as Express Scripts announces the FierceHealthcare
launch of their Digital Health Formulary. Express Scripts to launch digital health formulary for
payers, patients

. . . . . @EXPRESS SCRIPTS THELAB  ABOUT US PLAN SPONSORS PROVIDERS PATIENTS ~ CONTACT (SIS
Set to be available in 2020, the formulary will be similar
THE LAB Digital Health Made Smarter and Simpler

to a drug formulary and will feature a curated list of tech-
and software-enabled applications and devices.

MAY 16, 2019

Express Scripes will introduce the induscjMli

gttt Express Scripts to launch stand-alone digital health

formulary in 2020

The pharmacy benefit manager will be vetting each of the tools featured within the new formulary for

therapeutic value, usability, security, privacy and cost effectiveness.

By Dave Mo | Ny 1,201 | 0232pm shaRe 9] = nnn
5 {ﬂi "

This is also set to help streamline the number of digital
health tools for payers and providers.

Hospital
Executives!

xciting age when technolog)

this technol \gy still

CONTRIBUTORS ”mc validatior

| Get your EMR
. . . ‘With more than 300,000 health applicat ! \ " Adapﬂon Modg/
members could potentially waste time ang \
Find out more information here g 22 .



https://www.fiercehealthcare.com/tech/express-scripts-to-launch-digital-health-formulary-for-payers-patients

May: NightWare Receives FDA Breakthrough Designation

May was clearly the month for announcements, as
NightWare’s Apple Watch based digital therapeutic for
PTSD patients affected by nightmares receives FDA
Breakthrough Designation.

It addition to this, NightWare opened enrollment for two
randomized controlled trials to drive their product
through the pipeline.

Find out more information here

NightWare’

i TMGPULSE HOME  Fl

Digital Health FDA
Nightware receives breakthrough designation for its
PTSD nightmare t

Released on May 21, 2019 | Written HEIISS
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FDA grants breakthrough designation for NightWare app m
w NEWS v EVENTS v INNOVATION WORLD CUP®  SERVICES ~ ABOUT v in ¥ o Q
Digital therapeutics
the US Food and Druj
patients with nightm| | Hesttraretiicines | ews | recoios |

mexgweasdl  Nightware Receives FDA Breakthrough Status for its PTSD
Nightmare Therapy App

By Sam Draper - 25.May 2019



https://www.mobihealthnews.com/content/north-america/apple-watch-app-nightmare-disorder-receives-fda-breakthrough-designation-opens

June: MedRhythms, Inc and Health Catalyst Partner

(FD MEDRhythms l’( HealthCatalyst

ignite change

In the first of three significant announcements on the E—

same day (June 11th), MedRhythms partners with Health  [yedrnythms, Health Catalyst to develop music-based
Catalyst to provide stroke survivors with access to their | "o for stroke survivers Hiel L
digital therapeutic.

by Conor Hale | Jun 13, 2019 10:05am

xtelligent HEALTHCARE MEDIA Home News Fea|

mHealth Partnership Adds Music
Therapy to Stroke Rehabilitation

- The Importance of the Right I
there are more people living ~ »
0 years

MANAGEMENT

The partnership aims to select patients who could
benefit from the “rhythmic auditory stimulation”-based Music and Data Mix fn Digital
.. . . .. Therapeutic to Aid Stroke Survivors
digital therapeutic, accurately measure their clinical Publishd o June 14209
outcomes and integrate the treatment into provider

clinical workflow.
e

Telehealth Ad(

Take a look at the press release here pe—

e joining forces to include the
orm as a resource for payers
rapeutic programs to aid in



https://www.prnewswire.com/news-releases/leading-digital-analytics-and-digital-therapeutics-companies-mix-music-and-data-to-help-survivors-of-stroke-300865552.html

June: Big Health Partners with CVS Health

: YCVsS
e BigHealth ‘Health.

CVS unveiled its Vendor Benefit Management with the

FINANCIAL TIMES mFT |
announcement that Big Health’s Sleepio would be the Digital health breakthrough as US B MedCityNews
. . . insurers agree to pay for insomnia CVS Caremark launches new platform to
first product offered on this service. app beter nfegateimorative welles

Make informed decisions with the FT

rancisco-
! NORTH AMERICA TOPICS
mobi news sleey

‘S| CVS Health kicks off digital health-friendly service
ms| for PBM clients with Big Health’s Sleepio

on the road to adoption and reimbursement of digital

In a huge step forward for potential broader adoption
and reimbursement of digital therapeutics, CVS Health CVS Health Partners

will provide Pharmacy Benefit Management (PBM) with Big Health to

clients access to digital and non-digital solutions. Help PBM Clients

This will enable Sleepio to reach hundreds of thousands Manage Health and

of Americans who may need help battling sleeplessness. Wellness Benefit
Solutions

Find out more information here



https://www.ft.com/content/98c1c2a0-8b94-11e9-a24d-b42f641eca37

June: Neurotrack Raises $21M Series C Funding

Neurotrack

The final piece of news on June 11th was that

Neurotrack Raises $

. . . . F . - N
Neurotrack raised $21 Min SerleS C fU ndlng ) undi ng Cognitive health platform Neurotrack scores $21M
in Series C funding
- . . - . ::;ishsd O MedCityNews i-ichi Life, SOMPO holdings, Sozo
This round of funding will help Neurotrack commercialize Cogmitehedlfh assessment Startap - (IO
Neurotrack raises $21M Series C

its Memory Health Program and expansion into global
markets.

The company's platfd C | S l U N MMMMMMMMMMMMMMMMM

memory health and g~ - - - -

healthy behaviors an| Neurotrack Raises $21M in Series C Funding
ong aduts ook

cognitive health.

By KEVIN TRUONG

ng to

he first fully integrated, clinically-

The company intends tol
@ Post a comment. Jun 11,2019 at 7|
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development and partn.

Take a look at the press release here

Manzanares, Neurotrack

strengthen their memor|

June 11th is up there with the most important days in the
history of digital therapeutics!



https://www.mobihealthnews.com/content/north-america/cognitive-health-platform-neurotrack-scores-21m-series-c-funding

June: IQVIA and EMIS Health Partner
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Off the back of the launch of AppScript One Click 250,000 NHS users A
Studies in 2018, IQVIA partnered with EMIS Health to Enhanced version of ENIS Aop Liboars

support Physicians in England electronically prescribe launched
digital health apps to patients. ~[Bnsland clectronically prescribe” apps fo patients

Healthcare ITNews

IQVIA will populate the EMIS App Library by

. . ’ . y IQVIA and EMIS Health Launch AppScript One Click
evaluatmg apps agamSt the NHS ewdence standards : Studies to involve more patients in clinical research
guidelines. S

ren clinicians recommend a
email directing them to downls

24 APR 2018

IQVIA and EMIS Health announce the availability of AppScript™ One Click Studies
on EMI. cruit more patients in clinical research.

View more details here



https://www.mobihealthnews.com/content/europe/iqvia-emis-health-partner-support-gps-england-electronically-prescribe-apps-patients

July: FDA Validates Streamlined Review of SaMD - Pear First to Submit

FDA - PEAR

== THERAPEUTICS

In July, the FDA announced the validation of their
streamlined review process of Software as a Medical :
Focus on: The Future of Pharma

DeVICe (SaM D) under its Precert Prog ram. Pear Therapeutics' digital insomnia therapeutic will
put FDA's PreCert framework through its paces

CEO and President Dr. Corey McCal
depression, is the first software a:
pilot pathway.

Pear swiftly followed this by announcing the submission
of their digital therapeutic (Somryst) for chronic insomnia
and depression, which is the first product to be
submitted through the updated PreCert program.

FDA Validates Streamlined Review of SaMD Under
PreCert Pilot

ted 18 July 2019 By Ana Mulero

Ina v 15 Food and Dr nistrati o o
(PreCerGl i ). the Center for Devices and a
ead the nnouncement here — - =
Therapeuti unced late ek thatithas{  S2MD: %
CDRH's PreC: inMay tosee
if g t0 SaMD products

Read Pear Therapeutics Announcement here



https://www.raps.org/news-and-articles/news-articles/2019/7/fda-validates-streamlined-review-of-samd-under-pre
https://www.mobihealthnews.com/news/north-america/pear-therapeutics-digital-insomnia-therapeutic-will-put-fdas-precert-framework

18 Korean Ministry of Food and Drug Safety @ nunaps

Digital therapeutics are going global and this is evident

by the announcement |n JUIy that Korea’s M|n|Stry Of “aunzyyd  Korea Biomedical Review | aisiages of human ite
y g . Regulator OKs nation’s Ist clinical trial for &=
Food and Drug Safety approved Nunaps’ clinical trial of ‘d,g,taltreatment’
Nunap Vision. v e e TrialSite VIACRES SIS

This digital therapeutic is targeting patients with visual
disorders after brain injury.

Korea Regulator Approves First Clinical Trial
of a Digital Treatment

July 22, oas =

ro vide
e reatment ug!
sophisticated ~ sof rograms
s, virtual reality,
h thots, d nf al i

Find out more information here



https://www.trialsitenews.com/korea-regulator-approves-first-clinical-trial-of-a-digital-treatment/

July: Walgreen’s Find Care Platform Expands to Include Propeller Health

The good news continued rolling in July as Walgreen’s
announced that it's Find Care Platform would also now
include Propeller Health’s Digital Therapeutic for patients
COPD. ) L.

 BricF |
Walgreens adds Dexcom, Propeller to
digital marketplace

Walgreens adds Propeller Health, Dexcom's
products to its health services connection tool

‘The web and mobile Find Care platform provides consumers with a localized list of partner providd
and services meeting their healthcare needs.

oy DaveMuco | Juty 23,206 | 1389 swegzm = [

-
CAHIMS a

A competive advantage you s
Ear CAHIS certicaton

The goal of this platform is to allow users to learn about
and enroll for treatments such as Propellers.

Find out more information here

f RETAIL NEWS

=1 Walgreens' Find Care platform to
= support diabetes, asthma patients



https://www.drugstorenews.com/retail-news/walgreens-find-care-platform-to-support-diabetes-asthma-patients/

July: Voluntis Announces Market Authorization for Oncology Digital Therapeutic

‘ VVOLUNTIS

Closing out July, Voluntis announced that it has Qvorunms
successfully completed an FDA review of Oleena™, its ‘OLEENA™ FIRSTDIGITAL THESAPEUTIC IN.ONGOLOGY
%
software for oncology-related symptom management Bimessine = = == o i «
. . . Voluntis Announces Market Authorization for Voll_.lntis' symptom ma,nageme.nt platform for cancer
and remote patient monitoring. Therapeutic n Onco..,gJ patients veceives FONsbieseing

hms serve patients i
MedCityNews and generating insights for their care team.

Voluntis gets FDA nod for its Oleena o s+ EEIEL
Oleen™ js determined as a Class Il medical device that et manegementprodnct Rl = ] a
will support patients across a wide range of cancer e e o o e -
diagnoses and anticancer treatments.

AucusTzor
FDA clears Voluntis’ Oleena app to manage cancer symptoms | """

b ]

Take a look at the press release here



http://www.voluntis.com/en/news/news-1/2019/voluntis-announces-market-authorization-for-oleena-first-digital-therapeutic-in-oncology

Have your say by leaving us a comment on the blog.




