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DTRA INITIATIVES AGENDA

e Welcome & Agenda - Claudine

e DTRA Initiatives Core Strategy - Claudine & Jane

e Update from team 2C Data & Technology Strategy — Toni

e Update from team 4C Data Connectivity - Munther/Moulik

e DTRA SCOPE presentation- Jane, Caroline (3A), Jonathan (4B)

e Upcoming Q1 DTRA agenda
- Conferences
- Clubhouse events




DTRA - INITIATIVE OVERVIEW

Priorities
DTRA's member

stakeholders have

Definitions

Establish common nomenclature and definitions, archetypes,

@

and KPls around the practice of decentralized research.

identified 4 Priorities to
o " Best Practices
define the work of the |dentify and promote best practices in decentralized

Alliance to support our research.

mission to accelerate ,
Education

the adoption of patient- Build knowledge repository and mechanisms for information

focused, decentralized sharing.

clinical trials and Removing Barriers

research. Identify barriers to decentralized research implementation

CNON©

and establish roadmaps to their resolution.
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DTRA - INITIATIVE OVERVIEW - Phase 1 2022

All 12 Initiatives are
interconnected and

interdependent

Together they create a
framework to support
DCT adoption




SETTING FOUNDATIONAL DCT STANDARDS

Key Crowdsource Changing Knowledge
Performance Evidence of the Sharing
Indicators Impact Norm Playbook

Mapping the

Best Patient Journey DCT cGlo(:)al
Practices Identify the participant’s Curriculum 0’3' uct
Handbook journey with DCTs ap
Technology
:)TRA S%rgtzt:y Collaborate o
Glossary on Regulatory s
Lack of consistent Standards for G aps ConnectMty

data access, collectio

terminology & monitoring




2C Priority Initiative
Status Updates

February 2023




DTRA Initiative 2C Technology & Data Strategy

Deliverable: 2C Team
‘DCT Clinical Data Strategy’ framework that outlines modern data requirements, data flow, data channels, Members:
data curation and insight generation to improve end-to-end data accessibility, reliability, integrity, and v ewopen
traceability across study phases v Co-lead: Toni Hofhine, CardieX
v Co-Lead: Kim Williams, Datacubed
Key Initiatives/Focus Areas — 3 of 4 v John sorey, MR
4 Charisa Scott, Amgen
i . v Camila Matheny, Medable
Focus Area DTRA Definition Provided Notes
v Helen Greta, IQVIA
. DCT Technolo QOutline of established {and novel) technologies used 2C initiative
2 to support decentralized trial execution 4C Team
Qutline of relevant users/personas that can 2C initiative M em be I's.
. User Ecosystem . : A . :
comprise the execution of decentralized trials v Venkat Setti, AstraZeneca
4 Sneha Sundet, Agios Pharmaceuticals
. Privacy, Ethical & Legal Considerations Qutline of key consideratio.ns (globally). relate.d to 2C initiative + input/feedback from interested 4C John Graves, Equideum Health
data capture and data use in decentralized trials t’r AT
Eldawud Reem, Kearney
Qutline of different data capture methods/modes 2C initiative + input/feedback from interested 4C "D@ﬁp&n de ncies.
and associated accessibility reguirements required v, Kishori Khokarale, Z5
@ Data Capture & Accessibility , _ 4 e - .q , v 1AGlossary
for effective execution of clinical trial activities in a v 2B Patient Journey Maps
remote Sening v/ 4B Regulatory Gaps
v 4C Data Connectivity

DTRA
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DCT Technology & User Ecosystem - 2C Team

Overall ‘
Status: Challeng
e:
_ Deliver a comprehensive list of technology used in a
D_ellve_rable decentralized trial. Identify the users/personas that
Timeline: intersect in a decentralized trial.

Completed on 31 January 2023

DCT Technology & User/Personal Ecosystem Grid by Trial Milestone

; Solutio
Trial Planning Trial Startup Patient Recruitment & Consent Trial Conduct TrlaLCIos:.Out = n:
eporting - S .
Identify key technology used by trial milestone, provide a
Site Feasibility Trial Startup Pre-trial / Prescreening Patient Recruitment Consent/Screening/Enrollment Study Conduct Study Close Out

definition, integrated trial roles with identified ecosystem

Site feasibility is the process of
evaluating the possibility of
conducting a clinical trial or study, at
a particular site. The monitoring

Start-up occurs after protocol
development and includes various
tasks that enable trial execution. This
phase includes system identificatoin
and set-up, development of key study

Pre-trial or prescreening is
the general identification of

Recruitment is the
identification of patients for
a specific IRB-approved

Participant consent to study

Conduct occurs from first

Close out occurs at the
time the database is
locked followed by

Definition b s materials (eg consent), and several . A S i . patient in through last patient L.
team conducting the feasibility, also R ; . a patient population for any |clinical trial protocol using  |enrollment. submissions and back
g activities to enable site readiness for % ; d . . out. s
ensures that the trial can be ) clinical trial. the inclusion/exclusion to regulatory/ethics,
p patient enrollment such as regulatory g s s
conducted at the proposed site from N . ) . criteria. statistical analysis, etc.
; . |submissions, investigator file
an ethical and regulatory perspective. i i
compilation, and receipt of
devices/kits/supplies.
Actions Intersect with 1A glossary team
. . . . . . . . . Site, Sponsor/CRO,
, Site, IRB & EC, Sponsor/CRO, Country |Site, Patient, Sponsor/CRO, IRB & EC, |Site, Patient, Country Site, IRB & EC, Patient, g g Site, Sponsor/CRO, Site
Integrated Trial Roles Site, Patient Country Regulatory

Regulatory Designee

Country Regulatory Designee

Regulatory Designee

Sponsor/CRO

Monitoring, Patient

Designee

Study or site startup team
(CRA, PM, Feasibility Mgr, Patient

Site staff (CRC, PI, Sub-I, Pharmacist,

Site Staff, Patient

Site Staff, Patient

Site Staff, Technology Teams,

Site Staff, Patient

Site Staff, Regulatory,

User/Persona . . . . . Recruitment, RWD/RWE, Study Management
Recruitment, Regulatory), IRB/EC, Phlebotomist), Study Management Recruitment, RWD/RWE, Recruitment, IRB/EC, Study |Study Management Team, Patient
Ecosystem 5 Study Management Team, Team, Technology
Study Management Team (CRO, Team Study Management Team Management Team Recruitment
Technology Teams Teams, IRB/EC
Sponsor, SMO)
eConsent eSource
s - X Pre-screener for trial Remote consent (telemedicine) eQMS/CAPA
Router/WiFi Site: eConsent, Prescreening, eSource, | . i : " y A eSource, CTMS, EDC,
: > : Direct to patient Direct/remote to patient Risk based monitoring
Geomapping elSF, eCOA, IRT, Clinical Trial Payments,| ; | 1 ] eTMF, elSF, eCOA,
; a i (diagnostics) i (diagnostics) Analytics (data
DCT Technology Investigator data bank (RWD patient |Telemedicine, CTMS, LMS Recruitment database wearables/sensors

populations and
RWD secondary arms)

Sponsor: CTMS, eTMF, EDC
Patient: ePRO, sensors/mobile devices

Investigator data bank (RWD
patient populations and
RWD secondary arms)

Lab reports to
EDC/CTMS/IRT/RWD

Medical device sensors (RPM)
Virtual visits

lake/warehouse)

Clinical Trial Payments,
Telemedicine, Patient
Compliance (alerts/reports)

Pharmacovigilence,
eArchiving
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DCT Technology - 2C Team

DCT Technology & User/Personal Ecosystem Grid by Trial Milestone

Trial Close Out &
Trial Planning Trial Startup Patient Recruitment & Consent Trial Conduct .
Reporting
Site Feasibility Trial Startup Pre-trial / Prescreening Patient Recruitment Consent/Screening/Enroliment Study Conduct Study Close Out

Site feasibility is the process of
evaluating the possibility of
conducting a clinical trial or study, at
a particular site. The monitoring

Start-up occurs after protocol
development and includes various
tasks that enable trial execution. This
phase includes system identificatoin
and set-up, development of key study

Pre-trial or prescreening is

the general identification of

Recruitment is the
identification of patients for
a specific IRB-approved

Participant consent to study

Conduct occurs from first

Close out occurs at the
time the database is
locked followed by

|
Definition L k . materials (eg consent), and several ) ) 3 i . patient in through last patient Lo
team conducting the feasibility, also i y ) a patient population for any [clinical trial protocol using |enrollment. submissions and back
’ g activities to enable site readiness for i) ; ¥ . . out. y
‘ensures that the trial can be ' clinical trial. the inclusion/exclusion to regulatory/ethics,
] 3 patient enrollment such as regulatory g o s ;
‘conducted at the proposed site from S . . . criteria. statistical analysis, etc.
| h : submissions, investigator file
an ethical and regulatory perspective. N g
compilation, and receipt of
devices/kits/supplies.
Actions Intersect with 1A glossary team
| . . . . . _ . . . Site, Sponsor/CRO,
. Site, IRB & EC, Sponsor/CRO, Country |Site, Patient, Sponsor/CRO, IRB & EC, |Site, Patient, Country Site, IRB & EC, Patient, . 2 Site, Sponsor/CRO, Site
Integrated Trial Roles Site, Patient Country Regulatory

Regulatory Designee

Country Regulatory Designee

Regulatory Designee

Sponsor/CRO

Monitoring, Patient

Designee

Study or site startup team
(CRA, PM, Feasibility Mgr, Patient

Site staff (CRC, Pl, Sub-I, Pharmacist,

Site Staff, Patient

Site Staff, Patient

Site Staff, Technology Teams,

Site Staff, Patient

Site Staff, Regulatory,

User/Persona . ) ) ) ) Recruitment, RWD/RWE, Study Management
Recruitment, Regulatory), IRB/EC, Phlebotomist), Study Management Recruitment, RWD/RWE, Recruitment, IRB/EC, Study |Study Management Team, Patient
Ecosystem 7 Study Management Team, Team, Technology
Study Management Team (CRO, Team Study Management Team Management Team Recruitment
Technology Teams Teams, IRB/EC
'Sponsor, SMO)
eConsent eSource
i : . Pre-screener for trial Remote consent (telemedicine) eQMS/CAPA
Router/WiFi Site: eConsent, Prescreening, eSource, | . ) : . ; o eSource, CTMS, EDC,
: N ) Direct to patient Direct/remote to patient Risk based monitoring
Geomapping elSF, eCOA, IRT, Clinical Trial Payments,| . 2 i 1 ; eTMF, elSF, eCOA,
: : S (diagnostics) ) (diagnostics) Analytics (data
DCT Technology |Investigator data bank (RWD patient |Telemedicine, CTMS, LMS Recruitment database wearables/sensors

populations and
RWD secondary arms)

Sponsor: CTMS, eTMF, EDC
Patient: ePRO, sensors/mobile devices

Investigator data bank (RWD
patient populations and
RWD secondary arms)

Lab reports to
EDC/CTMS/IRT/RWD

Medical device sensors (RPM)
Virtual visits

lake/warehouse)

Clinical Trial Payments,
Telemedicine, Patient
Compliance (alerts/reports)

Pharmacovigilence,
eArchiving




Privacy, Ethical, Legal Considerations - 2C + 4C Teams

Overall
Status:

Deliverable

Timeline:
Completed on 31 January 2023

Process Map for Determining Decentralized System Platform Based on PII Collection in a Clinical Trial
s N, N\
- Identify trial o . / N 5 2
o - - ) . . 4 P N Sponsor/Site Y Where datais -~
0. " pre-protocol coumtries & _~Vendor System ™. EXBRIAte ComMYEs _~“pliallowed in . system Provide et of stored by country /Protocol Execution/
g A Creation s lec:e:"mnple:t':m \.\coilen PII'?/-’)_ es—P) afr;d ;?:;:;’; ?:: \\ country? -~ No—>1 reference + support . cw":’:;:.‘:nno - | regulations and how [\ System Adoption /'
s s sy:teor:yoptiom NG A ? ’\\ /// materials s data accessed? ﬁ'//
N /
| MSA, DPA, SOW |
| contract finalizati ]
| standard contract
| 2 clauses and GDPR |
p Share data and EDPB "
.‘O_ X Where data is collection and SrmEwork /’ﬁ;ﬁ“‘
' stored by country storage ¢ : ol 2 ';
g | regulations and how and/or ag! \_ifystem Adopborl
g | is data accessed? to make system System, UAT and [
I changes P process validation®* |
| |
‘ :
| |
|
” Sponsor/Site Where datais ).x‘" .
@ o system ) stored by country ( Protocol Execution/ |
"‘u;; 7| reference + support regulations and how \_ System Adoption /J
materials is data accessed? = =
|
System A tic Technical Soluti
Participant invites and registration without collecting identifiable information
No Pll Workflow Provisioned Emails
Vendor’s new system Vendor’s current System — °
3 release to utilize S
3 : : : S
g excluding email provided by an external 3™ §
3 addresses / onboard with party vendor with no PII g
- included ]

+  Encryption Key Management & Data Center in EU

* Master Service Agreement & SCCs (security of data
transfer)

*  No Pil Workflow & Provisioned Device

With a “No PII” study, a participant should
be able to create their account by entering
the invite code provided directly from the
site (not over email or text/SMS) and by
creating their username and password. This
is to prevent the collection of any Pll to
register and access that study

Encryption Key Management & Data Center in USA
Master Service Agreement & SCCs (security of data
transfer)

Pil Workflow, Provisioned Device & Provisioned
Email

This is an approved process that ensures user
Email accounts are created without referencing to
the Pll and handed over to the participant with

proper instructions. Events that could trigger

account provisioning - New participants (does not
have an email address / does not want to provide
a personal email address to access the system)

email
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Company Restricted

03-0ct-2022

Challeng

e:

Deliver a solution that encompassed the global
considerations for privacy, ethical, and legal data
collection.

Solutio

n:

Adopt the System Agnostic Technical Solutions concept
donated to the DTRA by AstraZeneca on how PIl data
collection could be fully avoided in any region, and back
track this process to develop a process map on how to
identify across sponsor, vendor, and site where and what
system platform is needed to be compliant.

10




Privacy, Ethical, Legal Considerations - 2C + 4C Teams

Process Map for Determining Decentralized System Platform Based on PIl Collection in a Clinical Trial

'5 e Sponsor/Site ; Where datais
2 Pre-protocol countpes = Vendor System S f:ounm Pli allowed in B evaluates system 2 8 kst oY stored by country Protocol Execution/
Creation S — - Collect P1i*? Vs | Xr—— country? No—P reference + support R s regulations and how System Adoption

»: technology platform : for Pil collection ' i collection PR
0 system options matenials s accessed?

| MSA, DPA, SOW |

] contract finalization; |

| standard contract |

| A 4 clauses and GDPR l

ne : share data and EDPB

il > Where data is collection and framework R i )
g I stored by country storage compliance regulations T
c | regulations and how and/or agreement
g | is data accessed? to make system System, UAT and

| changes process validation**

| 1

l

I
- Sponsor/Site Where data is
@ L > evaluates system stored by country Protocol Execution/
ﬁ N reference + support regulations and how System Adoption

materials is data accessed?
L L
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REMOVING BARRIERS TO ADOPTION

Key
Performance
Indicators

Best

Practices
Handbook

DTRA
Glossary

Crowdsource Changing Knowledge
Evidence of the Sharing
Impact Norm Playbook

Global

Mapping the DCT Conduct Map

Patient Journey Curriculum Regulatory, Legal,
Privacy & Cultural

Guidelines

Collaborate Dat
hnolo on Regulato g
e gy Connectivity

& Data Gaps Define consistent

Strategy Identify regulatory data collection
Inconsistencies standards

and gaps

12
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DTRA Initiative 4C Data Connectivity

Vision:
Define and provide an agnostic data framework for DCTs clinical data life cycle maintaining quality and integrity to enable near real-time

data-driven decision-making, across all trial phases (I to V), and therapeutic areas. The framework will provide an approach(es) for data
connectivity standardization, reliability, and interoperability.

Deliverable:

- Agnostic strategy to manage clinical data flow through its life cycle including controlled access, acquisition, curation, processing, reporting,
dissemination, and data flow across the CT ecosystem, while maintaining compliance to applicable regulation.

- Atoolkit (Architecture, blueprint, etc.) to provide approaches on how to manage clinical data in different scenarios
- Flexible and configurable clinical data orchestration and workflow based on events
- Specific to full and hybrid DCTs

Value:

- Reduce manual redundancy, fragmentation, and error of multiple entries of the same data in different systems
- Single source of truth (i.e., what constitutes an electronic source for a DCT)

- Near-real time access to data

- Faster decision making

- Decrease the variety of touchpoints and entry-points by streamlining and automating technology ecosystems

EEEEEEEEEEEEEEEEEEE
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i 1 VPVQG\‘

workstreams

End to End processes and data flow

Reference guide to manage clinical data flow through its life
Workstream cycle data flow across the CT ecosystem

A
Workstream
deliverables
Workstream
B Flexible and configurable clinical data orchestration and

workflow based on events

& 15
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Overall Status

4C Status and Timeline

-

4C Phase 2 Delverable

~Jun 16

2023

Major Accomplishment Key considerations

*\Workstream created and deliverables defined * This initiative will have to take a phased

approach
.Operating mechanism SetUp Complete * Phase 1 focused on clinical patient data
®|nitial review of 2C deliverable completed * Member/participant count for the over all

workstream is low

« Still missing a co-lead

16
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TO EASE DCT ADOPTION:
UPDATES FROM DTRA

.‘R@wm-y 9, 2023




AGENDA

e Welcome

e DTRA Overview

e |Nnitiative Teams Presentation
o Evidence of Impact
o Regulatory Gaps

o QKA

e Wrap Up

&
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OUR PRESENTERS

Craig Lipset Caroline Redeker Jonathan Andrus Jane Myles
Co-Chair SVP, Corporate President & COO Co-Lead, DCT
DTRA Development CRIO Playbook

Advanced Clinical DTRA

19
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EVIDENCE OF IMPACT

Caroline Redeker
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MEASURING SUCCESS WITH DCTs

Key Crowdsource

Performance Evidence of Changing Knowledge

: Impact the Sharing
I ;S,:S:,td?z:s Aggregate DCT Norm Playbook

DCT KPIs Impact data

Best

Practices Mapping the DCT Global
Handbook Patient Journey Curriculum Conduct
Assess DCT best Map
practices
Technology Collaborate
WA & Data on Regulatory Com? ea::ivity

Glossary Strategy Gaps

21




EVIDENCE OF IMPACT

Summary of citable evidence across DCT Impact
| ﬂl 60+ respondents surveyed Categories

"TE +35 publications reviewed

)R 8 follow-up interviews
R \with DTRA members

Patient Patient  Technology Site Cost & Regulatory Geography
recruitment, Diversity & experience Returnon  standards
experience & Inclusion Investments and
retention requirements

M Count of Citable Evidence




CROWDSOURCING EVIDENCE OF IMPACT: SUMMARY
SN

e Overall high evidence of use for DCTs globally e No forum in the industry available to collect
(B0% of our survey participants reported DCT evidence of DCT impact and disseminate
usage) systematically
o Most in hybrid model, not fully decentralized e Many times, the evidence available is operational in
e Despite usage of decentralized research methods, nature, or evidence points are captured in a
proof points on early value to stakeholders is still scattered manner from multiple stakeholders within
emerging the R&D organization, making it difficult to be
reported

e There is a need for collaboration with other
organizations, such as TransCelerate, CTTIl, ACRP

There is a sweet spot to hit with hybrid DCTs - it's about finding the o Many organizations working with sites, pharma,
right balance — Rajesh Ghosh, Head of Digital Safety and Decision support at regu lato ry agencies = more effective tog ether
GCenentech . .

e There Is an opportunity to be the
When we got hit by COVID, DCTs are what kept us going repository/provider of tracking tools for the ind ustry
Shobha Dhadda, Global head of Clinical Operations, EISAI Q

@We suggest DTRA becoming a centralized hub to collect evidence of DCT impact

EEEEEEEEEEEEEEEEEEE 23
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REGULATORY GAPS

DTRA
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REMOVING BARRIERS TO ADOPTION

Key
Performance
Indicators

Best

Practices
Handbook

DTRA
Glossary

Crowdsource Changing Knowledge
Evidence of the Sharing
Impact Norm Playbook

Global

Mapping the DCT Conduct Map

Patient Journey Curriculum Regulatory, Legal,
Privacy & Cultural

Guidelines

Collaborate Dat
hnolo on Regulato g
e gy Connectivity

& Data Gaps Define consistent

Strategy Identify regulatory data collection
Inconsistencies standards

and gaps

25




COLLABORATE ON REGULATORY GAPS

Regulatory Interaction Survey to DTRA members
e 25 respondents (80% Pharma)
e Generally, Health Authorities have been receptive

‘ Have you sought regulatory feedback
AL AaBmiy from g healthgauthgrity coxcernin

Questionnaire elements of trial decentralization?
Highlights
® Yes, it was related to a Covid-
related disruption or leveraged
Covid-related flexibilities
@ No, the feedback was received
® ves ‘ i
® No
" Not applical

26




MIND THE GAP: DRAFT FRAMEWORK

Decentralized Clinical Trial: Impact to Study Planning and Execution

Trial Set Up
{Systems, Project Team)
May be relevant to l
Service Provider DCT Scope
“Line" Finalization
Patient Recruitment 8id Defense
Regulatory

Submission Study Oversight

End of
Declarati
DCT - of smm;on Clinical Trial
tve Study Report Archiving
-O-O- O-00—00
Mm. T'la‘m Statisticad Dissemination
anageme OfR |
i Data Analysis esuits
Monitoring
Strategy
Trial Strategy and
& stakeholder Planning Selection
engagement |
Trial Monitoring and
Management Contracts and Agreements
Urgent Sal
MSsaes Pharmacovigilence
QbD Planning
Data Flow
Planning
Trial Supplies . Vendor Oversigh
Planning Pharmacovigilence t Managemant
No impact to process
ya— Process impacted by DCT O May be different content/
DT RA Data genergtion method ‘ **For Illustrative Purposes Only

DECENTRALIZED TRIALS
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BRID'(;ING THE GAPS

e Detailed regulatory gap analysis conducted across all project stages
e DTRA Regulatory Affairs Council (RAC) providing proactive engagement with global health authorities
e Upcoming FDA listening session

o Determine areas of collaboration and partnership between FDA and DTRA

o Additional Health Authority listening sessions planned

EEEEEEEEEEEEEEEEEEE 28
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DTRA - INITIATIVE OVERVIEW

Foundational Intiatives: DCT Standards

Supporting DCT with Education and Adoption

Changing the

1A Glossary PUBLISHED AND COMMUNICATED complete
3 Maps created and completed:
2B Mapping the OncoFI)o Rare Disease g Vaccines complet
Patient Journey &Y ’ plete
Data &
2C Technology |3 of 4 areas of focus completed Q2
Strategy
Measuring Success with DCT
1B KPls version 1.0 published internal to DTRA for feedback Ql
version 1.0 rubric PUBLISHED
Best Practices
2A Evaluation process to be finished b
Crowdsharing |Slide deck from 3A: Crowdsourcing Evidence workstream
3A Evidence of |along with a document citing links to the publications that Ql
Impact were referenced.

DTRA

DECENTRALIZED TRIALS
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1C Whitepaper completed. 1
Norm Pap P Q
Knowledge L .
) Spreadsheet populated with information

3B Sharing ) .. Q2

Final graphic will be Tubestop
Playbook

Module list created with specific details behind each one

3C DCT Curriculum ) . P Q2
Overview module 1 outline completed

Removing Barriers
S dsheet APAC / EU / US: Regulatory i hensi
Global Conduct preads .ee ./ / egula o.ry is comprehensive
4A ) Information on Privacy (just GDPR, China) Ql
Insight Map . N

Content visualization underway
Completed gaps and added to 3C spreadsheet

4B Regulatory Gaps |Team is being dissolved and migrated into the DTRA complete
Regulatory Forum

4C Data Team meetings underway after the rescope Q2

Connectivity 8 Y P

29




COMING NEXT!

m Initiative Output Conference Content | DTRA Clubhouse Web Publication
Content

¢/ 3AEvidence of Impact ¢ Patient Journey: Vaccine
Janua ry ¢/ Best Practices Rubric
¢/ 4B: Regulatory Gaps
¢/ 2A:Best Practices * Evidence of Impact (thd)
b ¢ 1C Changing the Norm Rubric e Everest Research
. - Homepage
Fe ruary (survey & whitepaper) v SCOPE 2/6-2/9) 7 1 Ee aeesseE: * Publish ONC/ OSTP
response (TBD)
e Tubestop v1 draft (3B & 4B) °* DIAEU (TBD) TBD — DTRA Overview e Changing the Norm: * 4A: Regulatory Insights
Q1/ea rIy QZ whitepaper/survey Map )TBD)
*  Website — new look
* Launch DTRA Library | W
resource ® Regulatory Insight Map

- Look for the DTRA Newsletters!

« Next meeting, March 30th

Thank Youl!
DTRA

DECENTRALIZED TRIALS
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Extra slides



INITIATIVES:
GOVERNANCE & CONTINUITY




Phase 1 IEEEEENNNNE)  Adoption of )

Initiatives Initiatives

Phase 2 Initiatives

Content Council Oversight

| e 1A:Glossary e CONTENT REVIEW BASED ON FEEDBACK (1A, 1B)
© . i
@ ©* 1B:KeyPerformance Indicators e FINDING & POSTING BEST PRACTICES (2A)
‘@ ® 2B:Mapping the Patient Journey
£ © 2A:BestPractices Handbook e FINDING & POSTING CASE STUDIES (1C, 3A)
o ¢© !C;Changingthe Norm
© e 3A:Evidence of Impact e APPLYING THE DELIVERABLES (1B, 1C, 4A, 4B)
e 4A: Global Conduct Insights Map

ATC 0 JVE
4B Regulatory Gaps IDENTIFYING REGULATORY GAPS (4B)
E" 3B DCT Playbook TUBESTOP CREATION
£ 3corcureun CURRICULUM ON LMS
2C Data & Tech Strategy STRATEGY AND ALIGNMENT BETWEEN

AC Data Connectivity INITIATIVES




MEASURING SUCCESS WITH DCTs

Key Crowdsource

Performance Evidence of Changing Knowledge

: Impact the Sharing
I ;S,:S:,td?z:s Aggregate DCT Norm Playbook

DCT KPIs Impact data

Best

Practices Mapping the DCT Global
Handbook Patient Journey Curriculum Conduct
Assess DCT best Map
practices
Technology Collaborate
WA & Data on Regulatory Com? ea::ivity

Glossary Strategy Gaps
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SUPPORTING DCT EDUCATION AND ADOPTION

Changing
Key Crowdsource the Knowlfdge
Performance Evidence of Norm Sharing
Indicators |mpa ct DCT change PlBYbOOk
management Visual map for DCT studies

framework

DCT
Best : Global
Practi M.appmg the Curriculum Conduct
ractices Patient Journey Tralning to
Handbook adopt DCTs Map
Technology Collaborate
Dat
SLLiz & Data on Regulatory % a. -
Glossary Connectivity

Strategy Gaps
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REMOVING BARRIERS TO ADOPTION

Key
Performance
Indicators

Best

Practices
Handbook

DTRA
Glossary

Crowdsource Changing Knowledge
Evidence of the Sharing
Impact Norm Playbook

Global

Mapping the DCT Conduct Map

Patient Journey Curriculum Regulatory, Legal,
Privacy & Cultural

Guidelines

Collaborate Dat
hnolo on Regulato g
e gy Connectivity

& Data Gaps Define consistent

Strategy Identify regulatory data collection
Inconsistencies standards

and gaps
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CONTENT COUNCIL

Decision making review body to maintain current, relevant content.
Comprised of 7-10 engaged SMEs
Time Commitment - >1 d/m

Current Scope

Expectations

Glossary
Key Performance Indicators

Changing 'Fhe Norm Review feedback asynchronously
Best Practices Handbook Monthly meeting to make decisions
Mapping the Patient Journey Ensure content reflects current state

Crowdsource Evidence of Impact Support adoption through relevant content
Global Conduct Map

EEEEEEEEEEEEEEEEEEE 37
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STEERING COMMITTEES

Peer Review Forum offering input and guidance on deliverables and/or gaps
Each committee is comprised of 3-5 Leadership Council Members
Time commitment - 1-2 Meetings/Quarter

Technology & Data Strategy Steering

Committee
Data Connectivity, Technology & Data Strategy

Expectations

Education Steering Committee Enable succe;sful outhmes and deliverables
Knowledge Sharing Playbook Quarterly Review Meetings
DCT Curriculum . .
Discuss issues, challenges, and/or needs
ldentify next steps and ownership

Regulatory Steering Committee

Collaborate on Regulatory Gaps

EEEEEEEEEEEEEEEEEEE
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