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Our vision: 
Customers are at the centre of 
what we do

Our purpose:
To improve the financial, 
physical and mental well-being 
of Canadians
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Philosophy: 
Dual bottom line - Balancing 
the health needs of plan 
members and the cost needs 
of plan sponsors



The need for real-world evidence (RWE)

Growing 
uncertainty

Increasing 
drug costs

Private plan 
perspective
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More drugs are coming to market with limited evidence packages

To accelerate and broaden access to treatment, more drugs are coming to 

market with less established clinical trial evidence. Determining value in these 

situations is more challenging and RWE could be a tool to confirm assumptions.

The costs of drug plans are rising unsustainably

Drug plans need to focus on value to make the most of their benefits spend.

Programs like the Canada Life SMART drug plans offer value-based 

management rather than strict cost-controls.  

The scope and priorities of private plans differ from public plans

Private drug plans often include disability coverage and paramedical services 

so managing these costs are also important.   Employers also highly prioritize 

quality of life outcomes like productivity and absenteeism. 



The potential of RWE

Sharing risk improves access

Ability to expedite access with shared risk, like with an outcomes-based 

agreement (OBA).

Integrating new data over time means better decision-making 

Clinical trial data is often only available when a treatment is launched.  

Real-world evidence supports data-driven decisions throughout the drug 

management lifecycle.  

Data insights can improve health outcomes 

Predictive analytics could inform effective preventative interventions such as 

pre-disability support (e.g. At work services).
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Improved 
access

Lifecycle 
management

Preventative 
care



Real-world data for real-life questions
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Absenteeism

Disability metrics Paramedical 

utilization

Electronic medical 

records

Does this treatment 

work as well in real life?
Patient reportingDrug claims



Real-world data for real-life questions
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Drug claims

Absenteeism

Disability metrics Paramedical 

utilization

Electronic medical 

records

Patient reporting
Does this treatment 

prevent disability?



Real-world data for real-life questions
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Drug claims

Absenteeism

Disability metrics Paramedical 

utilization

Electronic medical 

records

Patient reporting
Does this treatment improve 

caregiver burden?



Real-world data for real-life questions
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Drug claims

Absenteeism

Disability metrics Paramedical 

utilization

Electronic medical 

records

Patient reporting
Does this treatment improve 

productivity?



Real-world data for real-life questions
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Drug claims

Absenteeism

Disability metrics Paramedical 

utilization

Electronic medical 

records

Patient reporting
Does this treatment improve 

quality of life?



Challenges
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Bringing real-world evidence into drug plan management is 

just getting started. 

Diverse needs require 
collaborative RWE study 

designs

Data silos make it 

difficult to integrate data

Robust, reliable data is 
essential to make the 

results actionable



Canada Life’s data expertise
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Canada Life leverages data for more efficiency 

and better decision-making. 

Private payers data includes many measurements of health and 

wellness.  At Canada Life, data scientists and our AI team work 

with our clinical and business experts to uncover valuable insights. 

Data insights can drive better 

health outcomes. 



Drug lifecycle management 

• Today’s real-world data insights are 

the tip of the iceberg. 

• Technology & collaboration can 

enable a full lifecycle approach
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Reassess as the landscape changes

Highlights data gaps Insights into real utilization

Annual 

reviews

Prior 

authorization

SMART 

Assessment

Health 
Canada 
Approval

Comparative 

re-assessment

Outcomes-
based 

approaches



The dual bottom line
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Better 
access for 
members

Evidence-
informed 
decisions

Fostering 
health & 
wellness

The dual bottom line philosophy: 
Balancing the health needs of plan members and the cost 

needs of plan sponsors
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Thank you!
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Real-World Evidence at 
CADTH
Dr. Nicole Mittmann

Chief Scientist and Vice President, Scientific Evidence, Methodologies and Resources
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• Employment:  CADTH 

• Relationship with Commercial Interest: None

• Grant/Research Support: Genome Canada (current), CIHR (current), Knowledge 
User (several)

• Memberships on advisory committees, boards:  Research Committees and  
CADTH committees

• Speaker Bureau/Honoraria: None

• Consulting fees: None
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Disclosure
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• CADTH is funded by contributions from the Canadian federal, provincial, and 
territorial ministries of health, with the exception of Quebec.

• CADTH receives application fees from the pharmaceutical industry for:

o CADTH Pharmaceutical Reviews, including Common Drug Review, pan-
Canadian Oncology Drug Review, and Interim Plasma Protein Product Review

o CADTH Scientific Advice
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CADTH is a not-for-profit organization 
responsible for providing Canada’s health 

care decision-makers with objective 
evidence to help make informed decisions 

about the optimal use of drugs and medical 
devices in our health care system. 
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CADTH’s Role in the Access and Reimbursement 
Process



Real-World Evidence

Real-world evidence (RWE) is evidence about the use, safety, 
and effectiveness of a medical product, technology, or drug 
that is based on data from the real-world health care setting. It 
is playing an increasing role in health care decisions.
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RWE Guidance             

ACCESSRWE 

RWE will not replace RCT

RWE has different meanings to different 
people

RWE does not provide causality

RWE cannot be conducted for everything

RWE is an issue being faced by all HTAs
24
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Expand Evidence Base
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• Fit for per purpose

• Evidence-based medicine principles

• Tools and Guidelines

Qualitative/
Ethics
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ISPOR 2022 Top 5 out of 10 HEOR Trends

Real-World Evidence
RWE in healthcare decision making remains the top trend as its use and impact grows in importance

2. Value Assessment
The shift to value-driven healthcare strengthens the need for value assessment

3. Health Equity
Illuminated by the pandemic, interest in researching and addressing healthcare disparities intensifies

4. Healthcare Financing
As new and innovative technologies come to market, healthcare financing remains in the spotlight

5. Patient Engagement
Interest in infusing the “patient voice” in healthcare research remains high

1

2

3

4

5
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DATA AWARENESS COORDINATION/
COLLABORATION
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Introduction
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What can RWE do?

What can’t it do?
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Real-world evidence
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• Fill gaps in uncertainty

• Does not lead to automatic approvals

• Still needs critical appraisal

• Does not provide causality

• Still need to provide the “O” for Outcomes before we can discuss Outcomes Based 
Agreements
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VISION

To optimize the integration of 
real-world evidence into decision-

making about drugs for Rare 
Diseases (DRDs), within a 

collaborative process

DELIVERABLE

Early Scientific Advice on 
RWE generation (pre-

regulatory phase)

1-year Learning Project

DELIVERABLE

Guidance and Tools

RWE Guidance

Rare Disease Registries: 
Environmental Scan, Registry 

Standards Guidance

DELIVERABLE

Multi-Stakeholder Approach; 

RWE initiatives that

accelerate Learning by Doing 

(Demonstration) 

Learning Projects

DELIVERABLE

CADTH as the Hub of a network 
of DRD stakeholders to establish 
the building blocks for outcome-

based managed entry 
agreements (OBMEA)

Collaboratively plan and execute 
demonstration evidence 

generation projects for priority 
areas of uncertainties 

Strategic Goal #1

Strategic Goal #3

Strategic Goal #2

Strategic Goal #4
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Strategic Goal #1: Enhance the regulatory and HTA parallel early 

dialogue/scientific advice to optimize value of RWE in decision-making for DRD
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Expansion of Scientific Advice (SA) Program to include applications for advice 
on real-world evidence (RWE) generation plans after protocols for pivotal trials 
have been finalized (the pre-regulatory phase of drugs)

Program Expansion

1-year learning period April 2022 – Mar 2023

Duration

Questions related to RWE generation plans; questions on economic modelling 
could be included. Priority given to Rare diseases/conditions, pediatrics. 
Report of Scientific Advice (ROSA) focuses on the appraisal of the RWE 
development plan

Offering

Advice from CADTH alone, or in parallel with Health Canada or National 
Institute for Health and Care Excellence (NICE), following established SA 
processes

Process
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Objective: To develop a Canadian RWE 
Guidance document to provide 
recommendations for both quality and 
reporting standards for all RWE submissions 
intended for use in regulatory or health-
technology submissions in Canada

Strategic Goal #2: Develop guidance for use of RWE 

Process

The guidance document will be most relevant to those 

developing submissions to regulatory and HTA bodies, as 

well as those who review and appraise evidence
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Expert Panel Members - Canada 

Expert Panel Members - International

RWE Guidance Working Group 
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Strategic Goal #2. Develop knowledge for generation of RWE
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• Create an atlas of sources of information concerning rare disease: patient organizations, health care 

providers and institutions, research networks, registries

• Participate in international RWE initiatives to learn how to potentially address Canadian DRD 

decision-making challenges 

• Canadian inventory and exploration of administrative databases for rare disease

• Standardized Requests for Data (“Protocols”) across databases 

• Inventory and exploration of registries: Literature Review, Environmental scan of registries 

(REQueST tool)

• International RWE Initiatives: RWE4Decisions Steering Committee; ISPE RWE Appraisal Tool; 

ISPOR RWE SIG; CIOMS RWE Manual

Objectives

Projects
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Inventory of Databases: 
Health System; CIHI; Statistics Canada; Public; Private; Outcomes; Patient; Genetic
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Inventory of Databases: 
Health System; CIHI; Statistics Canada; Public; Private; Outcomes; Patient; Genetic
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Canadian Rare Disease Registries List
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Selection criteria: Included Canadian patients, were for a Rare Disease (defined as a prevalence of 50/100,000 people), active 
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Strategic Goal #3. 
Objectives for Learning Projects
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1. Establish a process for Multi-Stakeholder dialogue;

2. Complete demonstration / Learning Projects to collaboratively begin answering the following 

questions for each DRD proposing to enter Canada’s healthcare system: 

o What are the decisions to be made and by whom? 

o What are the questions which need answering to make those decisions? 

o What evidence is needed to answer those questions? 

o Is the necessary evidence to inform decision-making already available, in Canada or elsewhere, or are there important 
gaps? 

o If not already available, can evidence be generated to respond to the identified uncertainties? 

o What is the best way to provide the necessary evidence in a timely, feasible way? 
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Approach to Learning by Doing Projects
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(Literature) 
Review of 
existing 
evidence

International 
information / 

Data scan

Multi-
stakeholder 
engagement

Multi-
stakeholder 

meeting

Registry 
appraisal

Registry
data

analyses

Admin
data

analyses

Pediatric Low-

Grade Glioma
x x x x x

Pediatric Spinal 

Muscular 

Atrophy

x x x x x x x

Amyotrophic 

Lateral 

Sclerosis

x x x x

Pediatric Cystic 

Fibrosis
x x x x

NOC/c: 

OCALIVA
x x x x

Review of existing information Multistakeholder Input Real-World Evidence Development/Generation
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Strategic Goal #4: Establish the building blocks for the new CANRWE4DRD framework, 
including those needed to use outcome-based managed entry agreements (OBMEA)

41

Collaboration, early and 
iterative dialogue amongst 
stakeholders to efficiently 
plan and act on evidence 

generation for priority areas 
of uncertainties
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RWE Work
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• Expand Evidence Base

• Enhance Deliberation

• Improve Communication



Health Technology Assessment in Canada

43

Standards &  

Guidance: RWE, 

Registries

Increase evidence 

base through 

integration of RWE 

into HTA

Pan-Canadian 

Partnerships 

International 

Collaborations

Specific to Rare 

Diseases

Opportunities

43

Collaborate with data 

holders to address 

current limitations / 

gaps  e.g.: standard 

core outcomes sets to 

be collected 

prospectively

Expand HTA appraisal 

to all drugs and 

devices for RD
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Link
Leverage
Liberate
Learn

44
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DATA AWARENESS COORDINATION/
COLLABORATION
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Introduction
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Thank you



47ConfidentialBreakthroughs that change patients’ lives

RWE to Enhance 
Decision Making

Karine Grand’Maison

Vice-President, Access and 
Government Relations
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Private Benefits and Real-World Evidence (RWE)

Where to invest resources into RWE to enhance coverage decisions and enable innovative contracting?

Overall, RWE is an avenue to:

• Enhance ability to assess value for plan sponsors/ members

• Understand the needs of plan members (patient) preferences

• Enable innovative contracting 

• Support timely and appropriate access of innovation for Canadian workforce
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• RWE teams 

• Burden of Chronic Disease

• Productivity / Demographics

• Outcomes or Value Based Coverage

• Canada

• US

How can RWE reduce uncertainty and place plan members interests at centre of access decisions? 

RWE Activities @ Pfizer
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Today

RWE Project Initiation

The project initiated in Q4/2019

to understand survival and 

QoL on patients taking 

lorlatinib for progressed ALK+ 

NSCLC

TLOV
Program Launch

The TLOV program launched 

August 4, 2020, to provide 

patients with progressed ALK+ 

NSCLC access to lorlatinib

Preliminary Analysis

Baseline characteristics were 

presented in October 2020 for 

15 subjects enrolled up to 

September 18, 2020

Interim Analysis #2 + #3

2022 World Conference on 

Lung Cancer (August 2022)

Enrollment
Completion

TLOV Program Enrolment was 

completed and closed as of  

May 17, 2021

Interim Analysis #1

September 2021

Amendment

Project documents were amended to:

• Collect additional clinical & prior therapy data 

on prospective subjects

• Add lorlatinib discontinuation / persistence 

and lorlatinib patient journey as objectives

Protocol (2 KOLs consulted) + 
Ethics Approval

Leveraging PSP to gather RWD to supplement HTA  
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• Pfizer Global initiated and funded a non-product oriented, educational event to 

facilitate the conversation around RWE and Health Technology Assessment

• Included many global and Canadian private payers, public payers and patient 

association groups (PAGs) for advancing Real World Evidence Decision-Making

PREPARED: A RWE Master Class
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