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ICY Priority

= 2004 First Ministers Health Accord — the “10 year plan”

= Strengthening evaluation of real-world drug safety and
effectiveness (RWSE) included as a priority element in the
National Pharmaceuticals Strategy (NPS)

= Medicines that Work for Canadians: Business Plan for a Drug
Effectiveness and Safety Network (2007)

v" Collaborative effort among NPS partners, CIHR, and the
Canadian Drug Policy Development Coalition
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Driving Force

= Large gaps in the evidence available about the safety
and effectiveness of drugs based on their use in the
“real world” by diverse patient groups, outside the
controlled experimental environments of clinical trials

= Evolution of knowledge about medicines demands that
governments and other decision-makers seek
additional evidence about the balance of benefit and
risk throughout a product’s life cycle
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DSEN Policy. Objectives

* [Increase the evidence on drug safety and effectiveness
available to regulators, policy-makers, health care
providers and patients

v" Fill gaps in knowledge required to make evidence-based
decisions about drugs

* Increase capacity within Canada to undertake high-
guality post-market studies of RWSE

v’ Leverage greater value from existing investments in post-
market research within Canada
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The Food And Consumer Safety

tion Plan

= DSEN included in the Government of Canada’s Food and
Consumer Safety Action Plan (December 2007)

v' Support product life-cycle approach to drug regulation by
providing additional evidence to Health Canada for use in
ongoing risk-benefit assessment of drug products

v' Complement other pharmacosurveillance activities —
provide additional tool
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| Life Cycle Approach Model
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DSEN - A Pastnership Initiative

= As Federal Partners, CIHR and Health Canada, are leading
establishment of the DSEN Program

°* Many players in Canada’s “drug safety and effectiveness system”

v" From many different sectors - governments, academia, industry,
health care providers, patients

v" With many any different roles - regulatory, reimbursement, data
holders, knowledge generators, treatment providers, prescribers,
users

.
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| National oversight committee

» Represents broad stakeholder groups (e.g., regulators, drug
plan managers, health professionals, patlents)

= Develops a DSEN common prioritized research agenda by
identifying gaps in information needed to make decisions
regarding safety and effectiveness of pharmaceuticals

= Identifies stakeholder priorities for consideration in creating the
common prioritized research agenda

= Supports and promotes translation of research knowledge into
actions aimed at improving the health and safety of Canadians

» Respects principles for addressing conflicts of interest
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| Office of the Executive Director

X

Supports and enhances linkages among researchers, research
organizations and data sources located across Canada

Administers DSEN funding program to support conduct of
research projects responding to the prioritize research agenda

v Eacilitates collaboration among network “nodes” to achieve DSEN
program objectives

Supports the national oversight committee in maintaining the

prioritized research agenda

Supports knowledge translation

Facilitates existing and develops new national and international
partnerships for both research and data
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| DSEN Fdnding

= Centre Funding:

v" Allocated to research centres to support capacity building
and research activities allowing more rapid response to
research guestions.

= Project Funding:

v Allocated more widely to support the conduct of studies
addressing research questions which cannot be undertaken
by dedicated centres alone (e.g., RCTSs).
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onal Process

= |dentify and Prioritize Research

v Oversight committee prioritizes research questions
identified by stakeholders in a research agenda with
support of the Office of the Executive Director

=  Conduct Research

v DSEN researchers will propose research protocols
responding to the prioritized research agenda

. Use Results

v Decision makers will use new additional source of
information in combination with existing evidence to make
,Hﬁ. decisions within their responsibility areas
e
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| Goals for the DSEN Program

= Support collaboration and networking among researchers,
research organizations and data holders located across Canada

v' Generate new evidence to address a prioritized agenda of
guestions on the safety and effectiveness of drugs

v Utilize existing and develop new national and international
partnerships for both research and data

v' Maintain and grow research capacity across Canada dedicated to
DSEN priorities

» Facilitate Knowledge Transfer between decision makers and
researchers

v" Prioritization of research agenda
v' Utility of new knowledge generated
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Current Status - Development

In Parallel

= Planning and implementation are advancing
together

v Staffing the DSEN central coordinating office
v Preparing grant opportunities for DSEN funding
v Continuing stakeholder consultations

v Developing the operational framework
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Thank you:

Diane Forbes

Associate Director

Drug Safety and Effectiveness
Canadian Institutes of Health Research

diane.forbes@cihr-irsc.gc.ca
phone: 613-941-0796
fax: 613-954-1800
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