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Agenda

DTRA Membership
• Maximizing Membership Benefits
• DTRA Annual Meeting 2023
• Open Forum
• Regulatory Forum Update

Initiatives & Forum
• 4C Initiative Update
• CoLab Updates
• DTRA Circles
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Reminders

CHATHAM HOUSE RULE
Participants are free to use today’s information, 
but do not attribute to any individual participant

RAISE YOUR VIRTUAL HAND
Use the Zoom feature to indicate wanting to 
comment

NON COMMERCIAL SPACE
The online collaboration platform provides the 
appropriate space to share capabilities
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Current Members
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DTRA Organizational Update

Welcome Donna, new 

Program Coordinator at 

DTRA!
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Your DTRA Membership
Paige Altrogge, Amir Kalali, Craig Lipset
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Membership

• Attend LC Meeting & Annual Meeting or assign an alternate to do so

– Share the deck internally with other members of your organization

• Communication and collaborate to share DTRA updates and 

engagement opportunities with your organization

• Respond to Calls to Action

Leadership Council Basic Expectations
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Leadership Council 
Representation

Collaboration & 
Volunteer 

Opportunities

Curated News & 
Member Updates

Complimentary 
Listings on the Job 

Board

2 Registration Passes 
to DTRA Annual 

Meeting

Access to Everest 
Group’s curated 

clinical development 
technology research

Professional 
Networking with 
Industry Leaders

Access to 
Membership 
Community

Eligibility to be a 
guest on 
TGIF-DCT

Sponsorship 
Opportunities at 
Annual Meeting

Membership Benefits
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Co-Labs

Save the Date
DTRA 2023 Annual Meeting 

Encore Hotel, Boston, MA

November 5-8, 2023

Organizational Membership in 2023 include 2 Basic Registration Passes

Register here! 

https://www.dtra.org/register-for-the-dtra-2023-annual-meeting
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Co-Labs

Programming Sneak Peak
A View from Washington: Driving Decentralized Trials in the US Research Ecosystem 
● Perspectives from US Gov’t Agencies on DCT adoption

Recent Data on Site Adoption Trends & Barriers
● Site perspectives and needs to help with adoption 

Global Adoption of DCTs
● Trends on the journey to scale
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Co-Labs
Government Agency Speakers Sneak Peak

Christopher Hartshorn
Chief, Digital & Mobile 
Technologies Section

National Institutes of Health

Leonard Sacks, MD
Associate Director for 
Clinical Methodology, 

Office of Medical Policy, 
CDER 
FDA

Stephen Konya
Senior Advisor to the Deputy 

National Coordinator for 
Health IT and Innovation 

Portfolio Lead
ONC

Paul Kluetz
Deputy Director, Oncology 

Center of Excellence
FDA

Grail Sipes
Assistant Director for Biomedical 
Regulatory Policy, Health & Life 

Sciences Division
OSTP

Monique Al
Coordinating/Special Advisor

CCMO

Gina Conenello
Biologist

BARDA/HHS
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Co-Labs
We look forward to your organization being represented 

at the 2023 Annual Meeting
Connect your Marketing Teams with the DTRA Secretariat to discuss event 

opportunities

Engagement Opportunities
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Co-Labs

● Better navigation for users

● Easier access to resources

● Ready to scale and support additional resources and work created by DTRA

New DTRA Website
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Co-LabsTubeStop
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Co-Labs
External DTRA Updates: Q2-Q4

Operationalize: Decentralize Clinical Trials Event Philadelphia, PA September 13-14, 2023

DPHARM Boston, MA September 20-22, 2023

MRCT / National Academies: Diversity Convergence Summit Washington DC September 22, 2023

Fierce DCT Summit Philadelphia, PA September 26-28, 2023

SCRS Annual Summit Hollywood, FL October 6-8, 2023

SCDM Annual Meeting San Diego, CA October 8-12, 2023

SCOPE EU Barcelona, Spain October 17-18, 2023

C3 Summit Princeton, NJ October 19, 2023

Trials@Home Annual Meeting Brussels, Belgium October 24-25, 2023

OCT-NE Boston, MA November 1-2, 2023

DTRA Annual Meeting Boston, MA November 5-8, 2023

CNS Summit Boston, MA November 8-11, 2023

DIA Innovating Clinical Trials in Europe Virtual November 15-16, 2023

Informa Europe Barcelona, Spain November 29-30, 2023

FDA/CTTI Public Workshop to Enhance Clinical Study Diversity Virtual November 29-30, 2023

PRIM&R Annual Meeting Washington DC December 6, 2023

Node Health New York, NY December 7-8, 2023
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TGIF-DCT Clubhouse

Join each week to hear from passionate leaders in the DCT & Clinical 
Research community sharing insight and vision into the future of 
research.

TGIF-DCT is where you can hear from peer DTRA Initiative Leaders 
around the work they have been delivering to the greater community.

Want to be a guest? Have a great topic to share?
Submit this form for consideration!

Fridays at 12:00 PM ET

https://www.dtra.org/decentralized-trials-clubhouse
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TGIF-DCT Clubhouse Upcoming Events

Friday, September 15, 2023

Data on Our Terms: The Key to Patient Empowerment
Craig Lipset, Amir Kalali, Jane Myles, Christine Von Raesfield

Join us to discuss a future where patients are the decision makers about 
who has access to their data, and where trials are a part of their care 
options by design.

Fridays at 12:00 PM ET
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Decentralized Trials and Clinical Research Podcast

All weekly TGIF-DCT recordings will be 
distributed on-demand via our podcast

• All new episodes in 2023
• Most listened to prior episodes

Find it on the DTRA website or on your 
favorite podcast player!

Now available on your favorite podcast player!

https://www.dtra.org/dtra-podcast
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Upcoming Meetings

2023 Leadership Council Meetings
• November 8, 2023 (on-site in Boston)
• December 14, 2023

Initiative Updates All-Hands Meeting
• Last Thursday of each month
• Email secretariat@dtra.org to be added to the invite

2023 Annual Meeting
November 5-8, 2023 (Boston, MA)

Save the Date

mailto:secretariat@dtra.org
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Open Forum
Jane Myles, Craig Lipset, Amir Kalali
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DTRA Regulatory Affairs Council
Steve Walker
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FDA Draft Guidance

Thank you to the Community for the collaborative effort put forth to help 
craft DTRAs response to the FDA Draft DCT Guidance. 

• Your Organizations comments and being part of our Community 
Session helped craft our submission.

DTRA Response to FDA Draft Guidance is linked here.

https://dtra.memberclicks.net/assets/docs/Response%20to%20DCT%20Draft%20Guidance%20from%20the%20Decentralized%20Trials%20and%20Research%20Alliance%20DTRA.pdf
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Additional Responses on DTRA’s Docket

DTRA Regulatory Affairs Council has begun working on & submitted 
responses to these guidances

• CDRH - Increasing Patient Access to At-Home Use Medical 
Technologies

– Guidance Link
– DTRA Comments submitted 8/30/2023

• WHO - Guidance for Clinical Trials Response
– Guidance Link
– Response due 9/15/2023

https://www.fda.gov/about-fda/cdrh-strategic-priorities-and-updates/cdrh-seeks-public-comment-increasing-patient-access-home-use-medical-technologies?utm_medium=email&utm_source=govdelivery
https://dtra.memberclicks.net/assets/docs/DTRA%20CDRH%20Comments%20-%20Increasing%20Patient%20Access%20to%20At-Home%20Use%20Medical%20Technologies.pdf
https://www.who.int/news-room/articles-detail/public-consultation-on-who-guidance-for-best-practices-for-clinical-trials
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Initiative Teams Update
Jane Myles
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GLOSSARY

KEY
PERFORMANCE

INDICATORS

DECENTRALIZED TRIALS & RESEARCH ALLIANCE 

Initiative Overview

The 12 Initiatives delve deeper into each of the Priorities to identify the framework 
to pursue our shared goals and develop strategic solutions. Click on each

Initiative for more information, or access at www.dtra.org.

1A
1B

1C

CHANGING 
THE NORM

2A

BEST 
PRACTICES 
HANDBOOK

2B

MAPPING 
THE PATIENT 

JOURNEY

2C

TECHNOLOGY
& DATA

STRATEGY

3A

CROWDSOURCE
EVIDENCE OF

IMPACT

3B

KNOWLEDGE-
SHARING

PLAYBOOK

3C

DCT
CURRICULUM

4A

GLOBAL 
CONDUCT 

MAP

4B

COLLABORATE 
ON REGULATORY 

GAPS

4C

DATA 
CONNECTIVITY

https://www.dtra.org/1a-glossary
https://dtra.memberclicks.net/assets/docs/Charters/PRIORITY%201B%20INITIATIVE%20CHARTER.pdf
https://dtra.memberclicks.net/assets/docs/Charters/PRIORITY%201C%20INITIATIVE%20CHARTER.pdf
https://dtraresources.org/rubrics/
https://dtraresources.org/
https://dtra.memberclicks.net/assets/docs/Charters/PRIORITY%202C%20INITIATIVE%20CHARTER.pdf
https://dtra.memberclicks.net/assets/docs/Charters/PRIORITY%203A%20INITIATIVE%20CHARTER.pdf
https://dtra.memberclicks.net/assets/docs/Charters/PRIORITY%203B%20INITIATIVE%20CHARTER.pdf
https://dtra.memberclicks.net/assets/docs/Charters/PRIORITY%203C%20INITIATIVE%20CHARTER.pdf
https://dtra.memberclicks.net/assets/docs/Charters/PRIORITY%204A%20INITIATIVE%20CHARTER.pdf
https://dtra.memberclicks.net/assets/docs/Charters/PRIORITY%204B%20INITIATIVE%20CHARTER.pdf
https://dtra.memberclicks.net/assets/docs/Charters/PRIORITY%204C%20INITIATIVE%20CHARTERS.pdf
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Priority Initiative 4C
Data Connectivity
Moulik Shah
Munther Baara
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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 IV), 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.

● A toolkit (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

4C Team Members:
Co Lead: Moulik Shah, Advanced Clinical

Co Lead: Munther Baara, Edetek

PM: Jane Myles, DTRA

Sneha Sundet, Agios Pharmaceuticals

Thomas Healy, PPD

Jordan Simpson, Merative

Venu Mallarapu, eClinical

Rick Greenfield, RealTime CTMS
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Architecture Framework Recommendation
● A toolkit (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

End-to-End processes and data flow
● Reference guide to manage clinical data flow through its life 

cycle data flow across the CT Ecosystem

Workstreams

Workstream 
Deliverables

Workstream 
A

Workstream 
B
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Information Dataflow and Data Exchange Framework

Capturing where the data flows & what 
type of data flows from each of the systems
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Information Dataflow and Data Exchange Framework

Data Flow across DCT Systems

Our focus was to map out 
cross-system interaction of DCT 
systems (as identified in the 
table above) with the rest of the 
systems in the ecosystem. 

Please note that only systems 
that interact with the DCT 
systems are represented in the 
diagram below.
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Data Exchange Framework
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Connecting eConsent, ePRO, IRT, ePayment,  Televisit, EDC, Patient devices, Patient portal, CTMS 
and other systems into one integrated ecosystem

Information Dataflow and Data Exchange Framework

Reduce manual, redundant and fragmented effort

CTMS

eConsent

ePRO
IRT

EDC

ePayment

EHR

Smart pill
technologies

Telehealth
Sensor

Digital End 
Points

Sponsor

EHR

ePRO/eCOA

Sensor

ePayment

eConsent

Telehealth

EDC

IRT

labs

Reminders

Smart pill
technologies

Patient
Investigator

Sponsor
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Data Exchange Framework
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End to End Processes & Data Flow
• Table of Contents

– Executive Summary
– Clinical Study Phases & Activities
– Regulatory Guidance & Implication
– Key systems used on typical Decentralized 

Clinical Trial
• Digitization of deliverable estimated for 

August

• Documentation is completed
• Proof of Concept (POC) is being worked on

– eConsent with EDC prototype
• FDA Guidance leverage
• End of August Delivery

Architecture Framework Recommendation

Data Connectivity Status & Timeline
2023

Today

Jan Mar Apr May JunFeb

4C Phase 1 
Deliverable

2023

Team restart

Workstream breakout

Workstream consolidation (4c + 2C)
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Co Labs
Jane Myles
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Co Labs: Initial Focus

1572 Needs

Kicked Off 3 Apr

SCOPE:  
Recommendations on if/how to best include 
DCT-specific roles and needs (eg. local labs, 
local imaging, local HCPs)  using 1572 and or 
other forms

Testing the model for scalability 

Alternative Site Models

Kicked off 17 Apr

SCOPE:  
Recommendations on site selection / 
qualification, training and oversight, delegation 
of authority (prioritize 2-3 initial areas)
• Mobile sites, Pharmacy based sites, etc
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1572 Needs Co Lab
Lauren Tobe, Rebecca Kottschade
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1572 Needs CoLab
Testing the model for scalability 

Kicked off 4  Apr.  Completed August.

SCOPE:  
Recommendations on if/how to best include DCT-specific roles and needs (eg. local labs, local 
imaging, local HCPs)  using 1572 and or other forms

DELIVERABLES: 
Create recommendations for 1572 / regulatory form completion to document 

• conduct of decentralized trial assessments

• oversight responsibility for decentralized trial assessments

• use of virtual sites / metasites, mobile nursing services, retail pharmacy, local community 
physicians, local imaging centers, local labs and appropriate documentation guidance
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Resource Table - Traditional and DCT Roles and Documentation 
Recommendations
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Decision elements to determine appropriate 
documentation of delegated trial-related activities
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Decision Elements regarding Standard of Care Practice
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Scenarios for PI Oversight and Delegation of Trial-Related Activities

Traditional Research Site
Visit 0 - eConsent at Site

Visit 3 - Telehealth Follow Up
Visit 6 - Telehealth Follow Up

Pharmacy
Visit 2 – Follow up labs

Visit 4 - RSV Vaccine Dose
Visit 5 - Follow up labs

Primary Care Physician
Visit 1 - Initial Visit in Clinic, 
initial RSV Vaccine and labs

RSV Event - HCP Involvement



43

43

Scenarios for PI Oversight and Delegation of Trial-Related Activities

Traditional Research Site
Visit 1 - Initial visit at site

Home Health Care
Visit 2 – Labs drawn, physical exam
Visit 4 – Labs drawn, physical exam
Visit 6 – Labs drawn, physical exam

Health Care Provider Practice
Visit 3
Visit 5
Visit 7
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Completed 1572 Form and Additional Page for RSV Trial Site per 
Briefing Document
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Example of a combined Delegation of Authority and Task Log for RSV 
Trial Site per Briefing Document 
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Alternative Sites Co Lab
Shivi Stanley
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Alternative Site Models
Testing the model for scalability 

Kicked off 17 Apr.  Target end date 15 Sept.

SCOPE:  
Recommendations on site selection / qualification, Key Considerations for using the alternative 
site models, training and oversight, (~7 initial models)
• Mobile sites, Pharmacy based sites, Mobile Nursing, Patient Service Centers, etc

Key Lessons learned:
• Working meeting model
• Momentum is hard to sustain in summer
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Defining Alternative Site Models:  What and Why

Site Model Accountable 
Owner

Input Partner(s)

Mobile Research Site (site on wheels) Jenn Embury Hassan Kadhim

Pharmacy Based Sites Sandeep Bhat John Campbell?

Research assessments go to patient
(e.g. mobile nursing)

Tajuna Barron Deb Guattery

Pop-up sites Jenn Embury Hassan Kadhim

Lab Based Sites/ 
Patient Service Centers

Kristin Andrews Jane Myles

PCP Community Based Sites 
(e.g. Community based health centers, Onc 

centers, Tribal Research Centers)

Jane Myles Jenn Embury

Naive research sites - IRO Elizabeth White Kristen Andrews

Goal:  Clarify Different Site Models and the problems they solve
Target audience:  Internal Team Members (e.g. study teams, procurement) and Customers 
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Alternative Sites:  What and Why
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Alternative Sites:  Research Naive Site
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Alternative Sites:  Creating Visual Deliverables
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CoLabs - Coming Next
Site Adoption Challenges

Cross-Partner collaboration - ACRP, SCRS, DTRA

Many different topics considered

• Change Management
• Technology needs
• Training Needs 

Annual survey to measure change over time (adoption, concerns, needs)



53

53

53

Site Adoption Needs:  Digging Deeper 

Significant interest across membership stakeholders to better understand how 
to support site adoption

What are some specific needs? Are they similar across site types?
● Are there tools / training / other assets to support adoption? 

CoLab Scoping stage - ACRP shared survey data from 2022 (9 Jun)

Next steps -  Determine the best method to gather more information
● Listening sessions?
● Co-created survey, executed with partners?

Please contact Secretariat / Jane if interested in supporting this work. Seeking:
● PM
● CoL
● Team Members
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DTRA Circles
Jane Myles
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DTRA Circles

6 Micro Communities of functional leaders are currently running and always recruiting 
new members.

To join any of these Circles, complete this form or email secretariat@dtra.org

Enabling deeper member engagement by creating space to connect with peers

Real World Data 

Next Virtual 
Meet-up: 

Oct 12 at 2:00 PM ET

Diversity

Next Virtual 
Meet-up: 

Oct 3 at 3:00 PM ET

Data Management

Next Virtual 
Meet-up: 

Oct 10 12:00 PM ET

Patient Recruitment

Next Virtual 
Meet-up: 

Oct 13 11:00 AM ET

Patient Voice

Next Virtual 
Meet-up: 

Sept 28 2:00 PM ET

KPIs/ Metrics

Next Virtual 
Meet-up: 

Nov 15 3:00 PM ET 

https://www.dtra.org/dtra-circles



