-ﬂ’}_.,ll Réseau de recherche sur les données de santé du Canada $

lnzs:-,;;i-!" Health Data Research Network Canada Schulich

v Western

~~~~~
=
2

HDRN Canada Pragmatic Trials Training Program

March 30, 2023 (1:15 - 1:30 PM Eastern)

Taylor McLinden, PhD

Manager, HDRN Canada Pragmatic Trials Training Program (HDRN Canada PTTP)

Coordinated by the Schulich School of Medicine & Dentistry, Western University

* Not the official / finalized slide template (branding TBD) ﬂ . taylor mCI I nden @ ICES.0N.Ca
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Situating the Training Program within the broader environment

Goals of the Training Program

~ Gardener's

Contact info é Grove 2023

Educational Session
Western University's Accelerating
Randomized Trials (ART) Platform
and the HDRN Canada Pragmatic

Trials Training Program
Catherine Joyes,

Taylor McLinden
1:15-1:30 pm
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CIHR Request for Applicants (RFA)

ResearchNet
Clinical Trials Fund to support:

Home

Pan-Canadian trials consortium
Training platforms

Search Again | Back to Results

Funding Opportunity Details

Funding Canadian Institutes of Health Research C“n'CaI trla|S
Organization

Program Name Training Grant : Clinical Trials Training Platforms ARCHIVED

Program Launch 2022-05-16 (May 16, 2022)

Background

The 2021 Federal Budget announced funding for CIHR's Clinical Trials Fund (CTF), an integral component of Canada's Biomanufacturing_and Life
Sciences Strategy (BLSS). In support of this, the CTF will provide funding through three specific vehicles: platforms with the development of a pan-
Canadian Clinical Trials Consortium; people with the funding of training platforms; and, projects through the funding of a broad spectrum of clinical trial

initiatives.

https://www.researchnet-recherchenet.ca/rnr16/vwOpprtntyDtls.do?all=1&masterList=true&next=1&org=CIHR&prog=3697&resultCount=25&sort=program&type=EXACT &view=currentOpps&language=E
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CIHR Announcements

Government  Gouvernement
Bl Soigmment Gouomement 2 B (o]
] o https://www.canada.ca/en/institutes-health-
MENU + https://www.canada.ca/en/institutes-health-research/news/2023/01/government-of- research/news/2023/01/reinforcing-canadas-clinical-trials-
canada-announces-new-clinical-trials-consortium-training-platforms-and-research- infrastructure-training-and-research.html
projects-to-improve-the-health-of-canadians.html Canada.ca
Canada.ca

Reinforcing Canada’s clinical trials infrastructure, training, and

Government of Canada announces new clinical trials consortium, research

tralnln.g platforms, and research projects to improve the health of o Canadian Ietitutes of Health Recearch
Canadians

From: Canadian Institutes of Health Research Backgrou nder

Clinical trials are an essential part of the healthcare sector and a crucial component of medical research and innovation.
Clinical trials allow researchers to assess if new drugs, treatments, and therapies are safe and effective for the
News release N _

population. Announced in Spring 2022, the Clinical Trials Fund earmarked $250M across three funding streams to grow

January 19, 2023—Hamilton, Ontario—Canadian Institutes of Health Research and strengthen Canada's clinical trials infrastructure, training, and research through 2025.

The CTF was launched in spring 2022 and successful applications were funded through three CTF funding streams:

e Pan-Canadian Clinical Trials Consortium: The Accelerating Clinical Trials Consortium will bring together a team of 232
researchers across the country to support and expand clinical trials networks to improve collaboration, efficiency,
knowledge sharing, and quality of clinical trials in Canada.

e Clinical Trials Training Platforms: Seven different training platforms will train the next generation of clinical scientists

and researchers to conduct high quality clinical trials
e Clinical Trials Projects: Twenty-two individual clinical trials projects will create the evidence needed to develop new

drugs and treatments

T. McLinden 4
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Clinical Trials Fund:
Pan-Canadian trials consortium, () Training platforms, Clinical trials

Clinical Trials Training Platforms (CTTP)
The Canadian Behavioural Trials and Interventions Training Platform Dr. Simon Bacon (Concordia  $1,776,068

University)
Canadian Consortium of Clinical Trial Training (CANTRAIN) platform: Dr. Jean Bourbeau (Research  $11,317,324
enhancing career preparedness in RCT research targeting different Institute of the McGill U
audiences across the continuum Health Centre)
Canadian Training Platform for Trials Leveraging Existing Networks (CAN- Dr. Angela Cheung $4,314,242
TAP-TALENT) (University Health Network)
STROKECOG Platform: Innovative Clinical Trials Training Initiatives for Dr. Jodi D. Edwards $2,911,416
STROKE and COGnition (University of Ottawa Heart

Institute)

Dr. Amit Garg:
A Training Platform in Pragmatic Registry-Based Trials: Connecting Dr. Amit Garg (University of  $3,479,320 Nephrologist, London Health Sciences Centre
Canada's Health, Data, and Biomanufacturing Sectors Western Ontario)
Dr. Adam Linton Chair in Kidney Health Analytics
Increasing capacity for Maternal and PAediatric Clinical Trials (IMPACT) in  Dr. Lauren Kelly (University ~ $4,907,350 (Inaugural) Director, ICES Western
Canada of ManItOba) Ontario Renal Network Provincial Medical Lead for Access to Kidney
. o L. . . . Transplantation

Canadian Network for Statistical Training in Trials (CANSTAT) Dr. Sameer Parpia $2,542,144 |

McM Uni . Associate Dean, Clinical Research & Professor of Medicine, Epidemiology &

( cMaster Unive I’Slty) Biostatistics, Schulich School of Medicine & Dentistry, Western University
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HDRN Canada Pragmatic Trials Training Program (HDRN Canada PTTP)

A Schulich School of Medicine & Dentistry Associate Dean's mission te make it easier and more efficient to conduct clinical
trials received a funding boon today, with Dr. Amit Garg at the centre of two major grants announced by the Canadian
Institutes of Health Research (CIHR)

Garg, Associate Dean of Clinical Research and a werld-renowned clinician-scientist with Schulich Medicine & Dentistry and
Lawson Health Research Institute, received $3.4 million to develop the Health Data Research Network (HDRN) Canada
Pragmatic Trials Training Program. This program will coach researchers through the complicated art of conducting
pragmatic clinical trials.

“Clinical trials advance medical care, reduce the costs and burdens of illness
on society, and improve health and quality of life for patients with a broad
range of health conditions. Unfortunately, researchers face many barriers when
conducting these trials,” said Garg, professor of Medicine, Epidemiology and
Biostatistics at Schulich Medicine and a nephrologist at Londan Health
Sciences Centre (LHSC). "With this funding, our training program will help a
new generation conduct better, faster, cheaper and more efficient clinical
trials.”

Schulich and Lawson were the natural choice to coordinate this new national
training program given that one of their clinical research initiatives, known as
the Accelerating Randomized Trials (ART) Platform, includes a pragmatic trials
stream. This structure supports researchers as they conduct pragmatic trials,
which are embedded in routine care and analyzed using existing real-world
data sources. These trials often include patients who would typically be
excluded from traditional trials. Pragmatic trials also lead to findings that
accurately reflect the impact of simple interventions

it Garg, Associate Dean, Clinical Research
ulich School of Medicine & Dentistry.

“Done well, pragmatic trials are faster than traditional trials and can be conducted at a fraction of the cost — yet, few
Canadian researchers have the training and experience to conduct them,” said Garg. "This grant allows us to tap into
Canada'’s tremendous unrealized resources and provide learners with the skills needed to conduct high-quality pragmatic
trials.”

Garg is also a member of a newly established pan-Canadian clinical trials consortium that received $39 million in CIHR
funding which will strengthen Canada’s ecosystem of randomized-controlled trials. As part of the consortium, announced by
CIHR today, Garg joins a network of experts in clinical trials, medicine, biomanufacturing, ethics, statistics and
implementation science from across Canada.

Working together, the consortium intends to remove barriers to clinical trials, maximizing their capacity for impact by making
trials more equitable through improved access to all Canadians, including those living in rural or remote communities.

“Canadian clinical trialists are among the best in the world, and yet Canadian clinical trials have fallen behind other countries
in recent times, as demonstrated during the COVID-19 pandemic,” said Hamilton-based Dr. BJ. Devereaux, who leads the
ACT Consortium

“Together, we can identify solutions to common trial barriers and operational bottlenecks, creating efficiencies that will
increase the number of large, high-impact clinical trials conducted in Canada, ultimately, improving health” said Devereaux,
director of McMaster University’s Division of Perioperative Care and professor of Health Research Methods, Evidence and
Impact and Medicine, and senior scientist at the Population Health Research Institute.

Researchers and scientists who are interested in the training and clinical trial supports that can be provided through the
HDRN Canada Pragmatic Trials Training Program, the ART Platform (both at the Schulich School of Medicine & Dentistry,
Western University) and/or the ACT consortium can visit the Accelerating Randomized Trials (ART) website.

https://www.schulich.uwo.ca/a

bout/news/2023/january/amit-
garg-clinical-trials.html

https://www.hdrn.ca/en/news/hdrn-canada-pragmatic-trials-training-program-focuses-

27

HDRN Canada Pragmatic Trials Training Program focuses on
real world data to improve health systems

A new training program, coordinated by the Schulich School of Medicine & Dentistry at Western University | help

researchers use real

rld data in trials to generate real

rld evidence and improve health care services and policy.

The HDRN Canada Pragmatic Trials Training Program will launch this year, with $3.4 million in funding from the
orld-

renowned clinician-scientist with the Schulich School of Medicine & Dentistry, the program will coach researchers

Canadian Institutes for Health Research. Led by Dr. Amit Garg, Associate Dean of Clinical Research and a

through the complex process of conducting pragmatic clinical trials

“Clinical trials advance medical care, reduce the costs and burdens of illness on society, and improve health and quality

of life for patients with a broad range of health conditions,” said Garg, a professor of Medicine, Epidemiology and

Biostatistics at Schulich Medicine and a nephrologist at London Health Sciences Centre. But barriers to these kinds of

trials exist, he continued, “especially when they want to use real world, routinely-collected data as part of them.”

Pragmatic clinical trials ar signed to improve practice and policy and unlike most traditional randomized clinical trials,

they take place in everyday health care settings, such as community clinics. Embedded within routine health care,
pragmatic trials are analyzed using existing real-world data sources and often include patients typically excluded from

traditional trials. Pragmatic trials are important because they lead to findings that accurately reflect the impact of simple

interventions, which enables health care providers and organizations to gain practical evidence that they can leverage to

improve health outcomes.

“Done well, pragmatic trials are faster than traditional trials and can be conducted at a fraction of the cost. Yet few

Canadian researchers have the training and experience to conduct them,” explained Garg. “The HDRN Canada Pragmatic
Trials Training Program will allow us to mobilize Canada’s tremendous unrealized resources and provide learners with
the skills needed to conduct high-quality pragmatic trials, helping a new generation conduct better, faster, cheaper and
more efficient clinical trials.”

Kim McGrail, Scientific Director and CEOQ of HDRN Canada, said the new program will help train researchers to more

effectively harn

ss health data. “We are very excited to offer this training program through HDRN Canada under Dr.

Garg's leadership,” she said. “The use of real world, routinely-collected data for trials has the potential to provide timely

and important evidence for health care system improvement.” Dr. McGrail added that the program’s focus on principles

of inclusion, diversity, equity and accessibilit -all

help ensure that pragmatic trials reflect - and therefore ben

people in Canada.

To learn more about the training and clinical trial supports that can be provided through the HDRN Canada Pragmatic

Trials Training Program, sign up for our newsletter and get the latest updates

real-world-data-improve-health-systems

T. McLinden
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Objectives & streams (Trial Leaders, Post-docs, HQPS)

TRAINING OBIJECTIVES

1. Develop and deliver a national training platform on conducting pragmatic registry trials that are
both embedded in routine care and use existing data sources to track major outcomes.

2. Support the objectives of the CIHR Clinical Trials Fund by partnering with the funded consortium,
projects, and other training platforms.

The competencies for pragmatic registry trials are detailed in section 1g in the content areas of data,
design, analysis, and implementation; stakeholder and patient engagement; ethics and regulation;
equity, diversity, and inclusion; and Indigenous engagement. As shown in Figure 1 (next page) and
described in section 1e, our platform will provide several freely available, online learning opportunities,
including weekly grand rounds, how-to guides, and annual capacity-building workshops. Over 100

programs:

e A Trial Leaders Program (n=20)
e A Post-Doctoral Trials Training Program (n=16)
e A Trial Practicum Program for highly qualified personnel (n=68)

Our platform will develop and support a robust online Canadian community and enable many
networking opportunities. Through our 70+ partners, we ultimately expect to reach over 20,000
diverse learners over the next 3 years.

T. McLinden 7
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Competencies & educational approaches

Figure 1. HDRN Canada Training Platform in Pragmatic Registry-Based Trials
Grand
o ) Indigenous data rounds
Inc(;u;.lwty, Dtljvletrs;tlylg EEE)Ulty sovereignty Ho?:-to
and Accessibility i guides )
Cbi‘l';’lf;i’r']ty Partners who will develop content,
g raise awareness and disseminate
workshops
+  Graduate program courses on trials
+  Continuing studies program(s)
Ethics and PROGRAMS Other CIHR-funded training programs
|ati and their trainees
regulations Trial Post + HDRN Canada member organizations
ra ost- Biostatistics and associated citizen panels
Leaders doctoral + International training platforms in
training _ pragmatic clinical trials
N +  Prominentclinicaltrial units
National clinical trial networks
+  Provincial clinicaltrial research ethics
Stakeholder Design & zfgiﬂizatb;sf \ )
engagement ; i methods ) stwork of Networks
929 Highly qua"f'_ed +  Public health and health technology
personnel practicum assessment government agencies
+ The Indigenous Peoples’ Engagement
and Research Council (IPERC)
+  Private sector companies (industry and
Data sources, Implementation health tech incubators)
quality and science
linkage COMPETENCIES
< Networking opportunities and online community
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HDRN Canada
Training Platform in Pragmatic
Registry Trials Team
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@ Clinical

@ ¢ Administrative health data
® Pragmatic registry trials

Accelerating Randomized Trials (ART) Platform

Clinical Research

e Implementation science and knowledge translation

Pragmatic Trials Stream —

Workshop Videos
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Y
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https://www.schulich.uwo.ca/research/clinical_research/accelerating_randomized_trials.html

Western

D

T

Accelerating
Clinical Trials

Accélérer les
Essais Cliniques

https://www.act-aec.ca

Ethics
Methods and biostatistics

. Principal Applicant

A Co-Applicant

Q Co-Applicant — International

O Collaborator/Knowledge User
Collaborator — Industry

Q Collaborator - International
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Nominated Principal Applicant, HDRN Canada PTTP: Amit Garg
amit.garg@lhsc.on.ca

Manager, HDRN Canada PTTP: Taylor McLinden
taylor.mclinden@ices.on.ca

Associate Director, Clinical Research @ Schulich School of Medicine &
Dentistry (Western University): Catherine Joyes

catherine.joyes@schulich.uwo.ca
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