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Disclaimer

* This presentation is intended for non-promotional scientific purposes only and may
contain information on products or indications currently under investigation and/or
that have not been approved by the regulatory authorities

« This presentation is accurate at the time of presentation

« Any data about non-Pfizer products are based on publicly available information
at the time of presentation

« Copyright vests with the respective author or owner of the title
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Decentralized or Flexible Clinical Trials

The FDA recently defined DCTs as the decentralization of clinical trial operations where
technology is used to communicate with study participants and collect data

Key elements of a decentralized or flexible trial design include:

« eConsent (electronic informed consent)

« Remote eConsent

 ePRO (patient reported outcomes or diaries)

 Home Health or Telehealth

« Direct to participant drug or investigational medical
product delivery

Participant self-collected samples
Sensors/wearables

Remote monitoring

Remote source document review and source
data verification

Direct data capture (quality & reliability)

» May provide patients more flexibility to participate in studies or recruit broader patient populations

« Heavy reliance on participant or caregivers to complete study activity

» Higher burden on vendors, technologies and site to ensure GCP guidelines are followed, that data quality and
integrity as well as privacy and security are maintained and to ensure audit readiness throughout the study

 Critical need for study and site management & support systems
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Study Objectives



Tags: #COVID-19 #decentralized trials #voice recognition #early detection

A Decentralized Clinical Trial at Scale for COVID-19 Symptom Monitoring

Primary objective build a voice and symptom algorithm(s) for detection and monitoring of
SARS-CoV-2 illness and characterize the link between symptoms and voice features of
SARS-CoV-2 positive participants

Secondary objectives will assess app compliance; quality of voice recordings; infection
rates for SARS-CoV-2/Influenza/RSV & feasibility of self-swabbing

Impact:

- Characterizing self-reported voice and symptom profiles for acute respiratory
ilinesses and enabling their early detection benefits vaccine development

- This study models concepts of efficient and flexible clinical trials: web-based
participant recruitment, enhanced participant engagement and remote sample collection

- This observational study will assess technology and its performance to enable
deployment in future interventional studies.
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BOYD App
enabling
remote ID
verification,
screening,
consenting,
symptom and
voice
recordings, and
recording of
self-swabbing



Study Concept

Recruitment

Screening &
Testing

Social media
campaign
advertising
study website

Study website
with study
requirements

Links to

download app.

Investigator & study team

App

Download
Screening

App download

EULA/Privacy
Terms

In app pre-
screening

questions

App

Remote
eConsent

Confirm
participant
identity

I/E questions
Study Video
ICD review

eConsent
sighature
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App
Study
Activities

Daily Symptom
& Voice

Self-swab kits
order

Time of swab

Return of
specimens

Study Participation

Investigator & study & site support team

Symptoms/Voice Daily Recording and Final Testing

Roles

Participant

App

Participant Initiated Swab/Testing

Daily Tasks

(Voice Collection & Symptom Reporting)

* Study data repository

» Study activitiy tracking

* Pl review and eCosignature of ICD

» Dashboards for site & support staff & vendors

* Intgerated test result review & return (participants & LHA)
* Payment traking

* Email, phone & notifications

e Audit trail

Recruitment

Labs

Investigator

EDC




Remote eConsent



Remote eConsent

Remote eConsent

« eConsent on mobile app; fully remote and
decentralized process

 Remote and automated identity verification in
app- based on public data in of individuals

« Study video in app to inform participant

« Confirmation of individual’s understanding of
the protocol elements and risks of the study

« Opportunity to ask questions and contact the
iInvestigator

* Relatively simple inclusion and exclusion
requirements for study participation
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Considerations for Future Trials

Dual approach with alternative for remote
consent through secure video conference
where participant can meet with site staff
and show proof of identity

Interventional drug trials will need to
consider more strict identity verification
field checks if using automated ID
verification service

Secure communications will allow
participant questions in real time
to reduce loss or screen failures



Information & Study Management



Study Management

Study Implementation

Mobile App available on iOS and Android phones;
dependent on OS requirements (acoustic quality)

Participants enrolling with older models of
Android phones; hardware on phones results in
issues with voice recordings

Operational team portals for site, vendors and study
team to manage and monitor study

Operational & study tracking reports
Patient addresses and courier delivery services
Virtual payment cards for participant payments

Data triggered payments based
on eDiary compliance

Site support for compensation support to participants
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Considerations for Future Trials

Regulatory barriers (currently a COVID-
19 guidance from FDA)

Option to procure phones for participants to
streamline type of device used and enhance
participant study experience

eConsent tools capable for capturing
remote signatures, future studies

Site capabilities and compliance of tools (e.g.,
DocuSign, etc.); secure messaging platforms to
contact participants

Not all participants may have bank accounts
(requirement for virtual payment cards)

Access to account registration emails and record of
instructions available for both vendor and site to
help resolve issues



Remote Sample Collection



At home biospecimen collection

Study Implementation

Two at-home self swab kits were
sent directly to participant's home in
single shipment to reduce costs and
time

Sample collection and shipping
Instructions included in the box
Return of results direct to the
participant via HIPAA compliant
mechanism and site reporting to
required health authorities

Shipping, shipping, shipping!

3 Worldwide Research, Development and Medical
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Considerations for Future Trials

Participant confusion on whether both swabs
should be taken at once; consider shipping
separately based on study design considerations

Engagement of participants to complete both
swabs at different time intervals is challenging -
consider less samples or have additional site
reminders; flexible collection options

Some kits may get lost or stolen; no accurate way
to tracking to understand confirmation of receipt




Summary

The primary objective of the study is to obtain data to build a voice and symptom
algorithm based on patient-reported symptoms, voice and PCR test results

This study models the concepts of efficient and flexible clinical trials: web-based
participant recruitment, enhanced participant engagement, and remote sample
collection

If successful, we hope that characterizing self-reported voice and symptom profiles
for acute respiratory illnesses will enable their early detection and would benefit
future vaccine development programs

We have demonstrated some of the technical and operational hurdles we have
overcome in implementing a fully decentralized study at scale under tight timelines

Future clinical studies will benefit from technical and operational systems that enabled
the study
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Further Considerations

Does your organization understand the risks associated with the study?

Do you have the systems to collect, monitor and audit the quality of data collected?

Do the patients understand what is being asked of them?

Does the data collected meet the quality requirements for the study?

Does the investigator and site have capacity to run the study?

Do you have the vendor, site support and study monitoring systems in place?

Expect the unexpected!
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Thank You
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Study Status

Milestones

- Study launched April 15th, 2021

- 1,241 of 6,250 participants enrolled in 28 days!

- 50% enrollment completed by June 30", 2021

Enrollment

Total 3,514 enrolled including screen failures

* 404 have screen failed

« 105 participants are currently enrolled in the study now
« 2,737 have completed their eDiary activities/the study

« 268 have been discontinued
- Demographic, diversity recruitment objectives are on track with goals
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PROACT Xa Trial Design PROACT Xa

Patients with On-X aortic valve
replacement >3 months prior (n=1000)

Randomize

Apixaban 5 mg BID Open Continued warfarin
Apixaban 2.5 mg BID in selected patients Label INR goal 2.0 - 3.0

2 year follow-up (2800 patient-years in each arm)

Primary endpoint: composite of valve thrombosis or valve-related thromboembolism

Secondary endpoints: components of primary composite endpoint, major bleeding

Co-Primary Analyses:
1) Apixaban non-inferior to warfarin with absolute NI margin of 1.7%/patient-year
2) Apixaban primary outcome 95% CI below objective performance criteria (OPC) of 3.4%/patient-year

m Duke Clinical Research Institute




Study considerations - details (public access)

PROACT Xa

R u.s. National Library of Medicine

ClinicalTrials.gov

Find Studies v  About Studies »  Submit Studies v Resources »  About Sit

Home >  Search Results >  Study Record Detail
Trial record 1 of 1 for:  proact xa
Previous Study | Returnto List | Next Study

PROACT Xa - A Trial to Determine if Participants With an On-X Aortic Valve Can be Maintained Safely on Apixaban

ClinicalTrials gov Identifier NCT04142658

The safety and scientific validity of this study is the responsibility of the study sponsor and
Recruitment Status @ : Recruiting

I ¥ October 29, 2019
Last Update Posted @ : August 12, 2021

Investigators. Listing a study does not mean it has been evaluated by the U.S. Federal

Government. Know the risks and potential benefits of clinical studies and talk to your health care

provider before participating. Read our disclaimer for details.

See Contacts and Locations

Sponsor:
CryoLife, Inc.

Collaborator:
Duke Clinical Research Institute

Information pravided by (Respansible Party):
CryoLife, Inc.
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American Heart Journal AHJ
Volume 227, September 2020, Pages 91-99 =

ELSEVIER =

Trial Design

Rationale and design of PROACT Xa: A
randomized, multicenter, open-label, clinical
trial to evaluate the efficacy and safety of
apixaban versus warfarin in patients with a
mechanical On-X Aortic Heart

Valve +, %+, ik

Oliver K. Jawitz MD MHS 5 & & &, Tracy Y. Wang MD MHS MSc?, Renato D. Lopes MD PhD 3, Alma Chavez
BSN 2, Brittanny Boyer BS CCRP ¢, Hwasoon Kim PhD 2, Kevin ). Anstrom PhD 2, Richard C. Becker MD ¢,
Eugene Blackstone MD ® Marc Ruel MD MPH f Vinod H. Thourani MD g John D. Puskas MD h Marc W.
Gerdisch MD ', Douglas Johnston MD #, Scott Capps MS <, John H. Alexander MD MHS?, Lars G. Svensson MD
PhDe




PROACT Xa

Objectives

= Understand from sponsor = Discuss how to ensure = |dentify considerations for
perspective what works and DCT solutions are effective and efficient safety
what doesn’t for specific considered during study monitoring in DCTs
DCT solutions design, including as

opportunities to
streamline trials and
reduce participant burden

0
>

TRANSFORMATION
INITIATIVE

Landscape Scan for CTTI DCT Update Project

Completed 16 April 2021
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CTTI Landscape Scan

PROACT Xa

. High Level Findings

Anticipated Benefits of DCT Solutions Adoption

vV YVYVYY

Higher{ participant enrollment, compliance, satisfaction and retention

Broader geographic reach (e.g. rare disease)

Shorter drug development timelines

Cost savings

Data captured in real world settings, improving the validity and generalizability
of results

Decentralized elements can be used selectively on a fit for purpose basis for
a given trial

Barriers to Decentralized Clinical Trial (DCT) Solutions Adoption

>

YvYy VYVvVY

Variations in global legal and regulatory requirements and uncertainty around
future change

Technology platform variations across sites

Lack of data demonstrating cost vs benefit

Lack of data demonstrating impact on and preferences/needs of sites and
participants

Need for practitioners to share methods and evidence for those methods
Need for change management within sponsor organizations

Need for new processes and procedures to optimize implementation of DCT
elements

m Duke Clinical Research Institute




PROACT Xa

Sponsor Perspective: Overview of “Deliverables”

Significant timelines:
= 02/Sep/2019 - Study May Proceed

= 15/Jan/2020 - protocol finalized

m 23/Mar/2020 - Investigators Meeting

Risk)>»
n

= Activated

= Enrolling

@ Duke Clinical Research Institute




PROACT Xa

Stakeholders
= CryolLife
" Duke Clinical Research Institute (DCRI)
= ThermoFisher / Fisher BioServices

" \WCG / local Institutional Review Boards

" [nvestigative Sites

@ s
0@0 o

= Patients / participants . 0
l
| 0 G ®
= Anyone & Everyone e : it 50 0 @ Not
E s NoT [ O3 @ © ., Documented,

Not Done

I 1 "
m Duke Clinical Research Institute
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PROACT Xa

Sponsor Perspective: Overview of “Deliverables”

Significant timelines: I\N\L / J
l' || '

= 02/Sep/2019 - Study May Proceed

\
|

= 15/Jan/2020 - protocol finalized

= 23/Mar/2020 - Investigators Meeting K\

= 24/Apr/2020 - 15 site activated N

= 04/May/2020 - 1st participant enrolled

— 1 \ Y
= 26/Aug/2021 - 54 sites activated = Activated v
# participants enrolled = Enrolling ;0 Sm
o
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PROACT Xa

Objectives
‘Sometimes
) Uggerséacg \t\iﬁg& moociﬂzoa[n g the questions oy = |dentify considerations for
P . tpd tf f are complicated | effective and efficient safety
whna oesn or SpeCI IC and the answers . . .
DCT solutions i e monitoring in DCTs

When you change the

way you loek at things,

the things you loek
at Change.

Porspoctive -

- -
IS 0 o0t Wour = Discuss how to ensure
point of View DCT solutions are
considered during study
design, including as
opportunities to
streamline trials and
reduce participant burden
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http://www.ctti-clinicaltrials.org/

Disclaimer

* This presentation is intended for non-promotional scientific purposes only and
may contain information on products or indications currently under
Investigation and/or that have not been approved by the regulatory authorities

» This presentation is accurate at the time of presentation

= Any data about non-Novartis products are based on publicly available
iInformation at the time of presentation

= Copyright vests with the respective author or owner of the title
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Systematic Evaluation of the Portfolio

Identifying nearterm Trials that may benefit from DCT Implementation

» Background: Agreement with What teams were asked;
Development Units to systematically = How could your target patient
evalugte whether upcoming trials could population (& caregivers)
benefit from DCT elements benefit by incorporating

= Purpose: Understand what trials are remote trial options?

Interested in DCT elements and reasons = Could the study treatment be
for low / lack of interest administered at home, either
_ _ self-administered or with
= Scope: Interventional trials (Phase II-111) support of a nurse?

with planned FPFV within the next year o
= Could the objectives of the

= Format: Qualitative self-assessment of trial be reliably measured
Interest in DCT elements using DCT remote option(s)

U NOVARTIS | Reimagining Medicine



Outcome of Systematic Evaluation

Of the trials evaluated, 19 expressed an interest in implementing 1 or more DCT elements

» Greatest interest was in Offsite = Rational for not considering DCT:
Healthcare Professionals (i.e. Home
Nursing)

= |[MP safety concern

= Direct to Patient Drug Shipments also
featured very heavily in interest & value to
trials

= Patient safety concern

= Subjective endpoint requiring
assessment by specialist

Procedure not suited to home setting
(e.g. MR, invasive)

= Use of Telemedicine not featured as
heavily as anticipated

Program timelines

= |Local Healthcare Providers (HCPs) also
perceived as adding value to trials

U NOVARTIS | Reimagining Medicine
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Global Phase I, open /abel extension

Adolescent & Adult Sickle Cell Disease patients participate via Traditional on-Site model for first year after which, at
selected sites & with PI’s discretion, and based on defined criteria, patients offered a switch to a Hybrid approach

= Monthly visits take place in between these, where
patients may be offered remote visits supported by
offsite Healthcare Professionals & a telemedicine
platform, along with other services listed

Traditional Onsite “Hybrid Approach” (Onsite+Offsite)

© EHE . ’
’ } i S ) e
! N ! icipant
( ! € € Maobile H >It|| . - . z ™ .
; - - * ~N [ 3 AN Devices Telemedicine Remote Study Home Nursing / Lg(;gmg.?l(tﬂég)re Biosample
3 L <G Platiorm Coordinator Phlebotomist Collection
Support
_(_9 g g y ||
[} A A i A o Remola nurse
!Q—)— ! ! ! Direct-to-Patient Direct-to-Patient E T
Investigational Study Supplies Sensors and Mobile =
Medicinal Product Shipment Devices R‘C"p"“(‘:;%%tfo"‘es Engagement
(IMP) Management (Non-IMP)
Year 1 Years 2t0o 5 —

Patient Direct

Messaging

= Patients attend at least bi-annual visits (in-person)

at their existing site, throughout the trial

eConsent/Remote

Consent

@ mplemented in the Trial

Patient
Compensation /
Reimbursement

Treatment
Adherence /
Compliance

Digital

Recruitment

@Not implemented in the Trial
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Key Learnings so Far?

Learnings primarily relate fo trial iniiation & set up activiies as implementation of the remote DCT elements are in
their refative infancy

= Tri-party agreement/contracts, which are recommended by EMA in the case of Home
Nursing/Offsite Healthcare Professionals, take time to implement

* Privacy is often raised as a concern, but GDPR interpretation differs across EU National
Competent Authorities, so tailored solutions may be required

= An “Operations Manual” has been required as part of the Clinical Trial Application in
some countries, so early assessments of local requirements are encouraged

» Transportation of IMP to the patient’'s home requires additional effort to demonstrate
stability

» Go/No Go criteria required to support Pl in decision making that enables patients to
transition to home visits

U NOVARTIS | Reimagining Medicine
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Why is Moving to Scale Challenging?
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Complexity & Risk Increase with Scale!

1 Country x 3 Technologies/Services = 9 ltems to Evaluate

Procedures/Tests

Patient Population

DCT Model*

Home Nursing

Local HCPs

Telemedicine

UsS

d NOVARTIS | Reimagining Medicine

*DCT Model = Fully Remote, Hybrid, Side-by-Side



Complexity & Risk Increase with Scale!

2 Countries x 3 Technologies/Services = 18 Ifems to Evaluate

Procedures/Tests

Patient Population

DCT Model*

Home Nursing

Local HCPs

Telemedicine

usS

)
c
@©
£
o)
o
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Complexity & Risk Increase with Scale!

4 Countries x 3 Technologies/Services = 36 Items fo Evaluate

Procedures/Tests

Patient Population

DCT Model*

Home Nursing

Local HCPs

Telemedicine

us
Japan
China

)
c
@©
£
o)
o
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*DCT Model = Fully Remote, Hybrid, Side-by-Side



Complexity & Risk Increase with Scale!

8 Countries x 3 Technologies/Services = 72 lftems fo Evaluate

Procedures/Tests

Patient Population y |

DCT Model* |
b e e

Home Nursing - - .
e »
localHCPs |~ o= s s e e e e -
e , ,E/' j2
Telemedicine - . b b e b e T

us
Germany
Japan
China
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Perspective
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Consolidated Lesson’s Learned & Feedback

The benefits of DCTs with its enabling technologies are broadly endorsed and the need for global adoption is
recognized, howevey;....

* Health Authorities advise 1) “Baby Steps”, 2) Data quality & Investigator Control of data must
Early advice meetings, 3) Describing DCT be ensured for all digital approaches

el SRS TINC TA Cover elighs « Comparability between onsite and remotely

« Compliance with ICH GCP guidelines for digital assessed endpoints is critical

approaches is critical, but not well defined - Some HA's require/prefer initial visits to be

« Demonstration of Investigator oversight of conducted on site

Patients, Local HCPs & offsite health care * Risk assessments requested for DCT elements
providers is required being implemented

* Whilst COVID-19 has increased the awareness of DCT and demonstrated some feasibility, it hasn’t
“flipped the switch” regarding Health Authority acceptance

* Not all countries are in the same place: understanding, experience and stage of guideline development
« Complexity is driven by many factors, in addition, not everything is under the responsibility of HAs

U NOVARTIS | Reimagining Medicine
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Spotlighting some Key European

DCT Act
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MPA  DKMA

DCT Projects Iin the Nordics

Initiatives in Sweden and Denmark

w LAKEMEDELSVERKET

Virtual clinical trials project starting now

The Medical Products Agency [MPA] has been allocaied 1.8 million SEK from ¥inmows
(b vt ssganay In Swadan] i launch & cne-pesr pliot shudy o axplors the
ourmand pramisss and sdditicnal reguinsments that would be necssaary 10 implsment
virtual chinkcal trials in Swoedan in & Sahe Snd ST Wy

= Our assessmont is Fiat axclus oty omploying digital inchniguo wil berafti pationts, but 2
scionksis and the Feseanching pharmacoutical companies, which will bocoma aspodaly
wrvhdiant in Sasn Cowid- 19 Smios, says Gurilla Andnew-Misisen, resporasiio for ths project at
el P,

liis anticipated thai virual clinical irials can refiorr how cinical reseanch s performaed Dolh in
Bwadon and Intemationaly.

~Thia passibllty of virual clinkal rials would anabls partitinadon in diniosl alks o mors
paSants and subsequantly broaden tha fourdation for devaloping now modidinal produces.
Far Irstmn, wo krow that approoimataly 70 peecant of a potontial popadation s nat being
oonsidarad and offared the oppoiunity i be scroaned for a trial due o geograchical
raasons. Thes wirtlal momnodCiogy S0 SIMS to producs Mons pqual and econormically
sustainable oinkcal trials In Swedcen, says Jonry SSdarteng, project manager of thae plot
study.

This jpiloe study wil b conductnd in bt 2 thaonetical and pracscal oonbst and in doss
collabanation with B raditional stakehoicors. initiating, planning and Impiomanang cinisal
iriais. During narly summar— 200, aided by soveral axemal refarenos groups, T project
group wil map Fow wall virisal ofinical friad requirements ar supporind by curent regulations
e dofires areas Tt ans Indisinet and unpredoiatia. Thi MPA & ssssssad to hava an
Impairtant ard prominst role s his oonbast s the goveeTiment agancy responsibibs for
EEEeTNINnG ANd Ovorsoning oirkcal trils

As a part of tha pliot project, ore or sovem| plioés will be concurind during tha fall of 2020 o
anpicors prasent praciioal foundations, buf also 0 comple important expenerces. Sinon T
pecipaet B offfedal, Bhaing hiss boon sodons s nfonest o pariopats ard actvaly
Loniribies

<This Is an important signal conoaming that these ssuos ane cument and mewvant amongst
those | primarily affocts, says Jerry Sodarbang.

Thin MPA homapage will condnuously pubilsh indommalon regarding and resulis from ths
POct. It B cumantly pOSSIbHS B RO IMGMBS CONCAMING KNG part i ha rafwrancs
QPOLES during s speng of 2020,

Tha pilot projact s axpecied o be ongoing undl Fobruary 2021
Morn imformation (in Swadish) about th projact can ba found ot

himpes: Pt i kormadais it Lodswilehand-godiannande-neh-sonernidinick:
o ngyla koo o Ao -ma il s v rouod i -bol nés - oormad o prose ng ar

Sramdrem Goa 3, T5 (0 Lyoaal, Swedan
Saslanras Cug et g 4 Lppasa
T il T A

P .y - 2

Denmark’s DKMA has initiated
an industry forum to have open
dialogue with the research
community, including hospitals,
patient associations, CROs and
pharma, on the topic of
decentralization

Sweden’s MPA has developed a
pilot program, where they plan to
initiate up to 5 DCT trials in
Sweden. Free trial application and
Scientific Advice is also provided
to successful applicant

) NOVARTIS

i
LAGEMIDDELSTYRELSEN August 2020

DANISH MEOICIMES ARENEY

Lagemiddelstyrelsens dialogforum vedr. den digitale udvikling og decentralisering af
kliniske forseg med laagemidier.

Baggrund:

Kiinigke forsag med lsgemidier er under accalererende udvikiing nér det kommer il digitalisering og
decentralisering. Med dette forstis brugen af digitale vesrktojer (digitalt samiykke, elekironiske konsul-
tationer, elekironiske systemer til dataindsamiing, medicinsk udstyr, ete.), som sekundart understatter,
at patienter ikke | samme grad som for traditionelle kliniske forsag er afmngige af fysisk at skulle tga
en hospitalsafdeling (decentralisering).

Denne udvikling taenkes at vasre med til at sikre en bredere reprassentation af forsegspersoner samt
lette inklusion og fastholdelse af patienter i kliniske forseg. Lasgemiddeludvikling er desuden ekstraor-
dinasr kapitalkrasvende og den digitale udvikling kan potentielt holde omkostningeme nede til gawn for
bade patienter og samfund.

Leegemiddelstyrelsen ansker at imadega denne udvikling ved oprettelse af et dialogiorum i samarbejde
med Trial Nation. Dette forum skal garantere et stsrkt samspil mellem myndigheder. forskere og industri
og sikre en passende og retiidig udvikling af de regulatoriske rammer, saledes at Danmark kan fastholde
en stark position inden for klinisk forskning til gaun for patienteme.

Deltagere i dialogforum:

Felgende interessenter er inviterst tl deftagelse af én reprassentant, som forventes at vesre forankret i
Danmark. Ved workshops og andre faglige akfiviteter forventes der deitagelse med relevante eksperter.

Reprassentanter fra forskningsmjest
« GOP-enheden

« D Afdeling o Vi for Sdrheling, Bispebjerg Hospital
« CASTLE, Cancer Late Effect Research, Center for Surgery and Cancer, Rigshespitalet

Reprassentant fra patientioreninger:
- Danske Patisnter
Kontraktvirksomheder (CRO}:

= VA

Novo Nordisk

LEO Pharma A/S
Bristol-Myers Squibb (BMS)
GlaxoSmithKline A/S (GSK)

Burige organisationer.
«  Legemiddelindustriforeningen

+  Dansk Biotek
«  Apotekerforeningen

dighsl ukiing ag af hiniske 15300 med lamgemidier.
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Innovative Medicines Initiative

Europe’s Partnership for Health

= [MI1 programme (2008-2013), the total
budget was €2 billion

= IMI2 programme (2014-2020), the total
budget was €3.276 billion

» [nnovative Health Initiative (replacement for

* ~50% comes from the European
Commission

* ~50% comes from EFPIA (IMI 1 & 2)
and COCIR, EFPIA, EuropaBio,
MedTech Europe and Vaccines

IMI), has a proposed budget of €2.4 billion Europe (IHI)
Under IMI 1 & 2
€5.3bn 168 5244 >7 000 >3 800
BUDGET PROJECTS PARTICIPANTS PROJECT OUTPUTS PUBLICATIONS

https://www.imi.europa.eu/

dmp efpia

The research leading to these results has received support from the EU/EFPIA Innovative Medicines Initiative [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n° 831458. 52
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Centre of Excellence for Remote &
Decentralized Clinical Trials

Trials@Home aims to reshape clinical trial design, conduct and operations, by developing and piloting standards,
recommendations and tools for the definition and operationalization of remote decentralized clinical trials (RDCTs) in Europe

{3 ) Defining the best practices for the conduct of RDCTs.

3 2?','? Identifying technologies and other operational innovative approaches for RDCTs and selecting the

appropriate technology package to be used for the pan-EU pilot.

’f'ﬁ\ Designing and running a pan-EU pilot, comparing the scientific and operational quality of the RDCT with
traditional trial approaches and evaluating the feasibility of the RDCT.

“?5’1 Identifying, mapping and analysing the relevant ethical, quality, regulatory, legal and organisational barriers

and enablers of RDCTs.

55 Consulting with stakeholders and promoting the outcomes from the Trials@Home consortium through

targeted communication, dissemination and training activities.

C\?" Providing recommendations with supporting tools for implementing RDCTs in Europe and contributing to

the update of ICH guidelines on RDCTs.




Project Organization: Work packages

The six Work Packages (WPs) of Trials@Home and their interdependencies

WP2 (TECH):
Identifying technologies and other
operational innovative approaches for

RDCTs; selecting the appropriate 6. PROMS
technology package for pan-EU pilot trial )

PROject Management and Synthesis

1. BEST

Best practices in RDCT’s
WP1 (BEST):
Identification of best
practices in RDCTs

2. TECH

Technologies - barries, enablers
and data management

3. PILOT

Pan-EU RDCT pilot

Recommendations and

_G ’ tools for RDCT in Europe:
- Technology

- Compliance
- PsychoSocial
- Organisational

WP3 (PILOT):
Design, implementation

4. EAGLE and management of the 5. CODE
Ethical, regulAtory, pan'EU plIOt Communication, dissemination WP6 (PROMS)
Gep and LEgal aspects & stake-holder engagement Develop coherent set of
WP4 (EAGLE): project recommendations;
Identifying, mapping and analysing the relevant WP5 (COPE)f ; . establish and maintain
ethical, quality, regulatory, legal and Communication, dissemination and external stakeholder
organisational barriers and enablers of RDCTs stakeholder engagement activities; platform (ESP); project
investigate impact of RDCT on management.

patient-HCP interactions
o 3
amp efpia

TRIALS
@HOME

The research leading to these results has received support from the EU/EFPIA Innovative Medicines Initiative [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n° 831458. 54



IMI DCT Topic - Overall Timing

12 24 36 48 60

Year 1 Year 2 Year 3 Year 4 Year 5

Pilot results ) @

Open call . .
2. TECH 12 19 Tech package reviewed k{s)] Tech package assembled Pilot results }

3. PILOT 23 |Protocol 32 | FPFV 38 | LPFV Pilot results

1. B EST bW First set of best practices formunated

18 Map on EU legislation Pilot results
4. EAGLE g

Report HCF s -
5. CODE 18 pa'gent relationship 30 Midterm review conference Pilot results

6. PROMS 14 Draft sustainability plan Final recommendations and tools 60

1st September 2019
315 August 2024 We are here

TRIALS
@HOME

The research leading to these results has received support from the EU/EFPIA Innovative Medicines Initiative [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n° 831458. 55



Panel Discussion

3 Megan Doyle, Amgen (Moderator)

$ Scott Askin, Novartis

3 Alma Chavez, Duke Clinical Research Institute
3 Adam Hartman, NINDS

3 Robert “Joe” Mather, Pfizer

3 Isaac Rodriguez-Chavez, ICON
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