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Presentation Notes
Hello and thank you for having us today. Stephen and I are going to walk you through the development of the 3CTN EDI Framework and Toolkit. I will focus on the Working Group engagement components, and Stephen will walk us through navigating the Framework and Toolkit and implementation. We will close with some patient perspectives. 
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I\ Trials Network Clinical trial participants need to reflect the diverse people living with cancer

Equitable access to
trials offering innovative
therapies and
improved surveillance

Better generalizability
and validity of trial results

All communities can benefit from scientific
advances — trial results can help improve
treatment efficacy and outcomes


Presenter
Presentation Notes
In Canada, we have a very diverse population, however, we know that this diversity is underrepresented in Canadian cancer clinical trials. 
It is import to have representation in CT  for the purpose of:
Better Generalizability and validity of trial results – we want to ensure the results are applicable and beneficial for the broader patient population 
 we know that trial results can help improve treatment efficacy and outcomes, so it’s important that all communities benefit from scientific advances 
Additionally, as I heard Dr Janet Dancey say recently, CT are cancer care and patient care, so we need to address the unmet needs by providing equitable access to innovative therapies and improved surveillance for underrepresented communities.  
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We knno disparities exist, so how do we begin to address this and support trial sites to take steps towards action?

To address EDI challenges in Clinical Trials, 3CNT took an approach which involved 3 phases.:

1) First 3CTN Coordinating Centre conducted an Environmental Scan – The Coordinating Centre assessed the existing clinical trial landscape, identified barriers to trial participation for under-represented communities and identified recommendations and resources for improving trial practices

Within the environmental scan, barriers to trial participation were organized based on different levels (patient, provider and systemic and higher institutional level). Key recommendations, resources, tools and guidelines were identified and summarized. Links to resources were included in the environmental scan which were subsequently used to develop the  Framework and Toolkit. 

2) Next step in the process was Developing the Framework and Toolkit. The goal was to develop a framework and toolkit that addresses challenges of EDI to improve and sustain equitable clinical trial awareness and participation opportunities for under-represented communities. To achieve this 3CTN assembled a Working Group, including subject matter experts, professionals with expertise in working or providing care for underserved populations, and people with lived experience who shared interest in developing a solution. 
Working Group Collaborated with the Coordinating Centre to co-developed the framework and toolkit to help guide application of best practices and recommendations. We also introduced this framework and toolkit idea to our Network of Cancer Centres and contacts at our EDI Workshop in Oct – we surveyed sites on what were their barriers (at cancer centres) and recommendations they would like to see in the Framework. Outputs were used to develop and refine the Framework and Toolkit. 

3) We are currently in the Knowledge Mobilization Stage. The EDI Framework and Toolkit has been launched and feedback and t
Interest have been positive thus far! 3CTN is sharing and supporting it’s use among cancer centres and collaborators. 3CTN will continue to participate in knowledge mobilization activities. Also, a demonstration project is in the works to support site activities aiming to address local EDI priorities. 
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Representative Stakeholder Working Group

* Provided expertise and strategic advice as PWLE, research knowledge leads

 |dentified practical, best practice resources

« Assessed feasibility and priority-setting for implementing recommendations
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I do want to emphasize that 3CTN took a collaborative approach to the development of the EDI Framework abd Toolkit. 
It was guided and co-developed by the WG members who:

Provided expert knowledge and strategic advice for developing the framework and toolkit
Identified practical, best practice resources for the Toolkit
Assessed feasibility and priority-setting for implementing recommendations 
And as you can see this was a pan Canadian group, with a diverse group of stakeholders, including patient partners, including me!
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Themes

* Improving Trial Participation — Fostering Trust and Improving Communication
* Improving Trial Awareness

* Improving Trial Access

* Developing Inclusive Trial Design

« Education and Training for Clinical Research Staff

 Increasing Diversity of Clinical Research Teams and Inclusive Hiring Practices
» Collection of Trial Participant Data — Race, Ethnicity, Demographic Data

) & Equity, Diversity and Inclusion (EDI) Toolkit

(" Equity, Diversity,
and Inclusion (EDI) e
Framework for . Qi
Clinical Trials

Trial Design

&N considerations of all patient
populations are considered.

improve awareness of clinical trials
for underrepresented populations.

Increasing Diversity of Guidelines, Education & Collection of Race, Ethnicity
Clinical Research Teams & iz d
Inclusive Hiring Practices g g & Social Demographic Data
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unconscious bias.

i underrepresented populations in clinical trials. ‘
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So, diving in deeper, both the environmental scan and the WG Helped to identify and develop the Framework Themes that are listed here.

The aim of the Framework is to provide best practices to promote EDI in clinical trials and support site implementation of activities. 
The output of the Framework led to the development of the Toolkit centred on the same core themes. The Toolkit provides access to easily identify available resources, templates and guidelines to aid implementation of activities at trial sites.

Now, I will hand it over to Stephen who will go more in depth about the Framework and Toolkit.

[Key objective; ensuring the Framework and toolkit can act as a standardized and universal resource (considers different operating levels; sites, sponsors, etc.). Alignment across stakeholders, therefore framework considered input from different groups. ] no to this or for Stephen to address in next slide??
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Framework Recommendations — Shared Responsibilities

/

Improving Trial Access

Recommendations

Establish trial sites in diverse locations (rural and community sites). Modify
compliance policies to align with this initiative,

Establish partnerships between providers from large academic health care systems
with community providers. Build strong rapport that will improve local enrollment

for rural and diverse patients.

Implement decentralized trial procedures (e.g., e-consent, remote data collection,
assessments, use of local laboratory, etc.) and decrease frequency of study visits.

e.g.,- CRAFT DCT model

Provide resources and funding to support and coordinate complex trials at all sites.

% Engage participants in discussions regarding accommodations and support they may
need prior to visits.

Incorporate funds for costs associated with participation such as transportation,
lodging and childcare, within trial budget.
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Show legend and how it is used to determine which recommendations applies to who: sites and research staff, sponsors, funders, government institutions, etc.
Many recommendations may be implemented at the site level but require additional support from other key players

Examples of recommendations
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\\/(/ cecne Eqquity, Diversity and Inclusion (EDI) Toolkit

Trial Awareness

Includes templates, research
I, materials, practical strategies and
= case examples of interventions to
improve awareness of clinical trials
for underrepresented populations.

Guidelines, Education &
Training

Includes educational modules,
courses and guidelines on

engaging underrepresented
members in research. Aimed to

support clinical trial staff deliver
culturally competent care, address
health disparities, and mitigate
unconscious bias.
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Show how to navigate the 3CTN Toolkit; can select based on who these resources are for, Target Population (for sites can be the pop that represents their catchment area and want to ensure they are represented in trials,)  list of resource topics
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Resources for:

EDI Strategy:

Funders

Target Population
Sponsors
All

Sites and Research Staff

Search Key Words

Resource Topics

All

Search

A4
N
Clear Search

Resource Title

-~

Summary

URL

5Ts Framework

The 5Ts framework was developed in 2019 with support from the Duke Clinical
& Translational Institute (CTSI) as a memorable way to organize and
communicate best practices for inclusion of older adults in research. Each "T" is
a useful reminder of the many proven strategies to support participation of older
adults in clinical research. The 5Ts Framework serves as a valuable organizing
model for the best practice recommendations we have gathered for improving
inclusion across the lifespan. To see recommendations for each “T” select Target
population, Team, Time, Tips to Accommodate, or Tools. Or to narrow the list of
recommendations to those most relevant to your study, use the filters to select
your “Data collection method,” “Study design,” “Study setting”, current study
“Activity,” or “Person.” Links and resources are attached to recommendations.

A Bilingual, Internet-based,
KTargeted Advertlsmg Campaign

| RPN o NG W D o e Mt Tl

A bilingual, Internet-based, targeted advertising campaign for prostate cancer
clinical trials. Intervention components mcluded (1) a low-literacy, blIlnguaI

v ol e B ol Wil wisoon, il fosinim ol Bt Btul o lite o fa <l 8N o L2 asaail
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Show how to navigate the 3CTN Toolkit; can select based on who these resources are for, Target Population (for sites can be the pop that represents their catchment area and want to ensure they are represented in trials,)  list of resource topics
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Resources for:

EDI Strategy:

Funders

Target Population
Sponsors

All

Sites and Research Staff

] AYA Populations
[_] Black Community

|| Indigenous Populations (First Nations, Inuits, Métis)

Search Key Words

[ Multiple Racial/Ethnic Populations

Search

| New Immigrants/Newcomers

[_| Non-Native English speakers

Resource Title

N

S [ ] Older Adults

rch

5Ts Framework

The 5Ts framework was developed in 2019 with support from the Duke Clinical
& Translational Institute (CTSI) as a memorable way to organize and
communicate best practices for inclusion of older adults in research. Each “T" is
a useful reminder of the many proven strategies to support participation of older
adults in clinical research. The 5Ts Framework serves as a valuable organizing
model for the best practice recommendations we have gathered for improving
inclusion across the lifespan. To see recommendations for each “T” select Target
population, Team, Time, Tips to Accommodate, or Tools. Or to narrow the list of
recommendations to those most relevant to your study, use the filters to select
your "Data collection method,” “Study design,” "Study setting”, current study
“Activity,” or “Person.” Links and resources are attached to recommendations.

A Bilingual, Internet-based,
\Targeted Advertising Campaign

I p NS P Ny o R o g [ VP (SRS

A bilingual, Internet-based, targeted advertising campaign for prostate cancer
clinical trials. Intervention components included (1) a Iow-Ilteracy, b|||ngual
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Show how to navigate the 3CTN Toolkit; can select based on who these resources are for, Target Population (for sites can be the pop that represents their catchment area and want to ensure they are represented in trials,)  list of resource topics
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Resources for:

EDI Strategy:

Funders

Target Population
Sponsors

All

Sites and Research Staff

Resource Topics

All

Search Key Words

[ ] Best Practices for Inclusion of Older Adults

Search

[ Culturally Sensitive Interventions

Resource Title

-~

(| Financial Reimbursement for Trial Participants

1 L] Improve Access for Adolescents to New Anti-Cancer Drugs

5Ts Framework

The 5Ts framework was developed § [ | informed Consent Forms
& Translational Institute (CTSI) as ‘i T
communicate best practices for incl r—r—

rch
|| Decentralized Clinical Trial Framework and Models - Remote access for clinical ..

a useful reminder of the many proven strategies to support part|c1pat|on of older
adults in clinical research. The 5Ts Framework serves as a valuable organizing
model for the best practice recommendations we have gathered for improving
inclusion across the lifespan. To see recommendations for each “T” select Target
population, Team, Time, Tips to Accommodate, or Tools. Or to narrow the list of
recommendations to those most relevant to your study, use the filters to select
your "Data collection method,” “Study design,” "Study setting”, current study
“Activity,” or “Person.” Links and resources are attached to recommendations.

A Bilingual, Internet-based,
KTargeted Advertlsmg Campalgn
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A bilingual, Internet-based, targeted advertising campaign for prostate cancer
clinical trials. Intervention components included (1) a Iow-Ilteracy, blllngual
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Show how to navigate the 3CTN Toolkit; can select based on who these resources are for, Target Population (for sites can be the pop that represents their catchment area and want to ensure they are represented in trials,)  list of resource topics
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CRAFT is a uniquely Canadian hybrid decentralized clinical trial (DCT) framework based on the
Australasian Tele-Trials Model (ATM):

TRIAL CLUSTER concept - agile & scalable

/

% a single “site” entity, overseen by a Primary Site

RISK-BASED organization on a TRIAL BASIS

Explicit delegation of role accountabilities determined by:

a. Satellite suitability — research capacity, experience
b.  Trial/activity complexity

Sites’ involvement in multiple clusters expands CT
portfolio activity & patient access

Trial
Cluster Satellite Primary and satellite sites

1 are connected through
tele-health models of care.

(Satellite sites can be regional,
rural or larger metropolitan centres)

Primary

/ Site
Satellite J\ Satellite
ZJ \y

Primary Site Satellite Site

s Patients and Families
Specialists Tele-health
ele-hea H
Clinical Trial Coordinators HledliElislitan

Nursing, Pharmacy

SR e and Allied Health Clinicians

Nursing and Allied

Health Clinicians i oi=consented, With/without Trial
recruited and managed o ators
s z at satellite sites in
Administration e orase
Support Officers cﬁ:ic?ael:: f;zmesateliil:e (Lgo’%f;g:ﬂr‘;;"a ?awe sgc;:lés:
and primary sites. allied healtn clinicians)

Sabesan S. et al, Australiasian Tele-Trial Model, 2016
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Canadian decentralized clinical trials framework expanding trial access options for cancer patients, regardless of where they live
Sponsor, primary/satellite, patient, ethics board & regulatory authority alignment re:
Site Agreements
PI responsibilities & study roles: delegation, delineation, documentation
Training:  core GCP, TCPS & protocol/study-specific
Agile model based on research role
Responsibilities, processes
Resources, equipment, infrastructure
IP management, accountability, administration
Study data, documents’ management
SOPs
Monitoring & Regulatory Inspections
Risk-assessed, leverage virtual practices
HC policy, guidelines, guidance docs
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CRAFT Implementation - Proof of Concept (PoC) EDI Demonstration Projects

« Demonstrate model implementation through PoC sites Support EDI activities and initiatives across the

- Evaluate qual./quant measures of success, primary pan-Canadian Cancer Centre Network

site/satellite experiences, CRAFT Toolkit
* Provide funding to drive meaningful changes in

Primary Site Satellites trial conduct and patient access

Health Sciences North: Sault Area Hospital
Sudbury, ON (Sault Ste. Marie) . .
( v, ON) T _ « Evaluation and assessment of impacts
. Timmins District Hospital
QI: Lacey Pitre (Timmins)
BC Cancer: Mills Memorial Hospital (Terrace)
(Prince George, BC) Kootena . . .
y Boundary Regional Hospital
(Trail) Coming Soon!
QI: Robert Olson
Eastern Health Sciences Centre: Central Newfoundland Regional Health
(St. John’s, NL) Centre (Grand Falls - Windsor)
_ Western Memorial Regional Hospital
QI: John Thoms (Corner Brook)

12
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3CTN will continue supporting sites’ deliverables and milestones and demonstration projects aiming to address local priorities.

We aim to launch our demonstration project this year. The Demonstration Project will support 3CTN’s Network of Cancer Centres (52 sites across Canada) to implement EDI activities and initiatives at their site.

3CTN will provide seed funding to interested sites to help get them started with their activities. Cancer centres can collaborate with advocacy and patient groups.
Evaluation and assessment on impacts  (assess activities achieved)- Encourage to use 3CTN Framework and Toolkit as a key resource, centres can select a best practice from Framework to implement (evaluation and refinement process - we can track if sites used the framework (what areas, anything missing or need to be added?, etc.)
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‘Beyond addressing the WHY of EDI... the focus must be on

WHAT we are doing next.”
- Michelle Audoin, 3CTN Patient Partner, EDI Working Group Member

The biggest impact on me and my family was the relief from indirect
costs of travel to St. John’s and concerns about hazards — weather,
moose — often encountered during the long drive...with the satellite

clinic, that stress is lifted.
Making trial involvement more enticing for patients from a greater
portion of the province can benefit cancer research.

It’s great news all around. s
- Satellite Site Patient, NL @

13
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Patient perspectives, priorities, and representation in clinical trials matter. 
As one patient partner, Gretna Hutton, who worked on the CRAFT Project stated:

“Where a person lives in Canada should not make a difference for accessing cutting edge treatment.” 
- Gretta Hutton, Patient Partner, 3CTN/CRAFT Project

We have a couple of other quotes, one from me, as well as a 3ctn satellite site participant.
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Key Takeaways From My Experience Food for Thought

e We can offer world-class cancer care and still have e How as an organization, team, individual, do we show
unmet needs we value diversity and equity?
e \We can listen to patients and still be dismissive e How are we challenging the status-quo to ensure our

_ _ trials and practices are barrier-free and inclusive?
e We can have intent to do good, but still do harm

Patient tored _ tial e How do we move beyond mission statements and
) -

atient-centered care Is essentia symbolic posturing towards everyday actions?
* Community connections are key e Are the needs of some communities still being

addressed as parentheses or footnotes?

e Be the person that asks questions and acts
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But before we wrap up, I wanted to take a moment to share why I choose to engage as a patient partner and cancer advocate. I have been navigating the Canadian Healthcare system as a cancer patient for 7 years. 
But I’m not just a cancer patient. I’m a young woman with breast cancer, I’m a young Black woman with breast cancer, I’m a young Black mother with stage4 breast cancer and a second primary cancer. So it’s important that trials represent the intersectionality of my identity.

The EDI Framework and Toolkit provide support on how we can increase diversity and access to trials, but on a personal level, we also have to address the bigger idea of HOW…
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Thank You!

For more information on the EDI Framework and Toolkit
and CRAFT, please email DX info@3ctn.ca

[ ] www.3CTN.ca
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+ many more behind the scenes who make this happen 
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