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A vision for the patient journey enhanced through
evidence
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Modern methods of generating Real World
Evidence to demonstrate value

More than ever, we must shift from utilization to value

Francois Peloquin

270CT2020
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COVID-19 significantly impacted the Canadian economy
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Total cases Daily new Daily percent change
diagnosed cases diagnosed in new cases
206,360 2,672 1.31%
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Deloitte Canada economic forecasts
2020 real GDP % change annualized
Q1 Q2 Q3 Q4

-8.2 -39.8 +40.2 +13.9
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Avg. weekly
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(@vg. weekly for maonth)

Retail sales

(excl. auta){monthly)

Unemployment rate
[R8){monthly)

11.2% 33.3 1 %0 mom
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https://www?2.deloitte.com/ca/en/pages/about-deloitte/articles/covid-dashboard.html (Accessed 230CT2020)
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Expected rebound

Mid-Q3 2020

Total number Fatality
of deaths case rate
9,829 4.76%
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Expected recovery

Q2 2022

g

Manufacturing
shipments

[manthly)

Existing home sales

(units per month)

56,422

—

- 2 0/0 MoM

—

4

Pfizer Confidential


https://www2.deloitte.com/ca/en/pages/about-deloitte/articles/covid-dashboard.html

We each remain accountable to our stakeholders

Manufacturers
Maintain access to products Involvement in decision making
Timely and practical access to data Improved outcomes
Partners that value innovation Avoidable and shorter admissions

Market that allows for profit & growth Access to HCPs & medicines

Stakeholders

Society / Taxpayer

Better use of public funds

Institutions / Drug Plans

Simple and tailored solutions to specific needs
KPI's and ROI from investment in innovation Increased productivity
Transparency & accountability Economic growth

Financial deals with trusted partners Reduced healthcare costs

(Pfizerg 5
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More than ever, we must shift from utilization to value

1 Today

Adoption

> Time
From a UTILIZATION Marketplace... ...To an IMPACT Marketplace

Limited accessto health data
On-demand use of technology
Focus on disease treatment

Outcomes based contracting
Transition to value based pricing model
Benefit focused

Targeted populations

Contracting based on volume
CTIATLAN - Pricing per pill
Systems
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A set of key principles should guide value-based healthcare

@ Value should be patient centric
' Value measurement should be fit-for-purpose, and
l evidence based

C
@ Value is dynamic and changes over time

Value assessment must be objective, transparent,
simple, and efficient

Pfizerg 7
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Research questions and RWE evolve in parallel to lifecycle

Type of Real World Evidence over time

Evidence

-
-
-
-t

Large scale, over lifecycle
Generally tumor specific
Broad, complex outcomes

Small scale, time limited
Generally brand specific
Specific, “simple” outcomes

Early RWD signals,
Companion to HTA

v

o
| | - |

Trials NOC  HTA HTM Time

Health Technology Assessment Health Technology Management
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Better Health, Brighter Future

Modern methods of generating
Real-World Evidence to demonstrate value

Farah Husein, Director Evidence Generation, Takeda Canada



Research Questions addressed by RWE

Is the appropriate patient
population being treated?

Are patients using the
treatment as expected?

Are patients achieving the
expected outcome(s) of
interest?

Is the impact on patients,
the health system as
anticipated?

=

e Epidemiologic data
e Patient journey, treatment pathway

e Drug utilization data

e Clinical outcomes data, including PROs, safety and
tolerability

e Burden of lliness, Treatment Satisfaction data
e Health Resource Utilization (HRU), cost data
e Cost-effectiveness data

e Budget Impact



Different types of RWE projects meet different
Stakeholder needs at different Phases of the Lifecycle

EARLY PRE-LAUNCH THROUGH TO
LAUNCH (L -5¢, to L)

POST-LAUNCH (Lg to L 15 94m)

Consider: Consider:

U Epi: Prevalence, incidence U Drug Utilization data

U Patient Journey, Treatment Pathway U Clinical Outcomes data (long-term safety,

U Burden of IlIness (BOI); Health Resource Utilization effectiveness - incl PROs - QoL, Patient
(HRU), cost data (current treatment pathway) preference/Treatment Satisfaction, etc,)

USLRs e.g.: Needed inputs to CE model (Utility values, U BOI; HRU, cost data (treatment pathway
etc), or to inform study planning including new entrant)

U CE model - Adaptation of core global model UBIM

Canada.



o iz Réseau de recherche sur les données de santé du Canada

L w#c” Health Data Research Network Canada

Modern methods of
generating Real World
Evidence to
demonstrate value

Charles Victor, Senior Director, Strategic Partnerships and Digital Services
at ICES

Nicole Yada, Manager, HDRN Canada Partnerships

October 27, 2020



The biggest challenge for health data
research in Canada

Data centres across Canada often collect slightly different data and have different
processes for researchers who want to access health data:

” / ® Almost all health data research studies are based
o on data from a single province or territory; hard to
/\ make “apples to apples” comparisons

® Different jurisdictions = different legislation =
o different processes = I time, SS

AB 2K NS ML

® Different rules for private-sector access



About HDRN Canada

Health Data Research Network Canada (HDRN Canada) is made up of provincial, territorial
and pan-Canadian organizations that hold and manage data.

Our Vision

A distributed network that facilitates
and accelerates multi-jurisdictional
research
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Our Principles and Commitments

Distributed network with distributed By working
funding together, we can:
Respect for local context and policy * Share expertise
environment  |dentify
Leverage and share wherever possible opportunities for
Openness to ideas, input and collaboration

opportunities * Foster innovation
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Key data holdings at HDRN Canada
Organizations

Last updated June 2020

BC AB SK MB ON Qc NB NS NL CIHI  STC

COVID-19 TEST RESULTS DATA
HEALTH ADMINISTRATIVE DATA
Acute care hospitalizations
Ambulatory clinic visits

ED visits

Physician claims

Prescribed medications

Home care

Continuing care

OTHER HEALTH DATA
Vital statistics
Primary care EMR
Cancer registry
PREMs and PROMs
Genomics

Lab and imaging

SOCIAL DATA

Education

Immigration

Workers compensation

Early childhood development

LEGEND AND NOTES: AB SK MB ON QcC NB NS NL CIHI STC

= Population-wide coverage

- = Less than population-wide coverage

= Linkage and integration planned not yet
mplemented




USE OF REAL-WORLD
EVIDENCE TO HELP OPTIMIZE
USE OF CARDIOVASCULAR
DEVICES

LAURIE LAMBERT

THE NEW LEAD, ReAL-WORLD EVIDENCE

CADTH



The view that RWE has value is not new!
And Is shared by statistical experts!
BRITISH MEDICAL JOURNAL

“The truth O_f the LONDON SATURDAY JUNE 26 1954
matter has always

THE MORTALITY OF DOCTORS IN RELATION

been advanced TO THEIR SMOKING HABITS
. ’ A PRELIMINARY REPORT
by all types of | o
RICHARD DOLL, M.D., M.R.C.P.
H H 7”7 Member of the Statistical Research Unit of the Medical Research Council
information. o Ui o the el

A. BRADFORD HILL, C.B.E., F.R.S.

Proof in Medicine: The Role of Real World Evidence

Joel Greenhouse, PhD
Professor of Statistics

CORNFIELD J. A method of estimating comparative
rates from clinical data; applications to cancer of the
lung, breast, and cervix. J Natl Cancer Inst. 1951

CADTH



Ways that RWE can help to optimize the value of
new innovative technologies

Table 1. Goals of the Registry

e Facilitate the refinement of patient selection to maximize out-
comes with current and new device options.

e |dentify predictors of good outcomes as well as risk factors for
adverse events after device implantation.

e Develop consensus “best practice” guideline to improve clinical
management by reducing short- and long-term complications of
mechanical circulatory support device therapy.

e Utilize Registry information to guide improvements in technology,
particularly as next generation devices evolve.

e (Guide clinical testing and approval of new devices.

INTERMACS Database for Durable Devices for Circulatory § I
Support: First Annual Report in 2008!

James K. Kirklin, MD," David C. Naftel, PhD,* Lynne Warner Stevenson, MD.” Robert L. Kormos, MD,* )
Francis D. Pagani, MD," Marissa A. Miller, DVM, MPH,* Karen Ulisney, MSN, CRNP.® and James B. Young, MD'



RWD can be good gquality data

Good Clinical
Trial

Planned (thoughtful) Analyses
OsSMB
Adjudication of Outcome Events

Local Pl Certification
Data Freeze
Audits

Complete Follow-up
Complete Data
All Cases

Adverse Event Definitions

Measure of Study Quality
(Study Design, Data Analysis)

Inclusion/Exclusion Criteria
Typical Registry

Figure 2. Components of a good clinical trial. OSMB, observational
safety monitoring board; PI, principal investigator.

INTERMACS Database for Durable Devices for Circulatory

Support: First Annual Report C ADTH

James K. Kirklin, MD,* David C. Naftel, PhD,* Lynne Warner Stevenson, MD,” Robert L. Kormos, MD*
Francis D. Pagani, MD,“ Marissa A. Miller, DVM, MPH,® Karen Ulisney, MSN, CRNP,* and James B. Young, MD'




Joumal of the Amercan College of Cardiclogy Vol 62, Mo, 11, 2013
© 2013 by the American College of Cardiology Foundation I55N 0735-1097/836.00
Published by Elsevier Inc. heepe//dx.dot.org/ 10,1016/ jacc.2013.03.060

The STS-ACC Transcatheter Valve Therapy
National Registry

A New Partnership and Infrastructure for the Introduction
and Surveillance of Medical Devices and Therapiea

Decision Memo for Transcatheter Mitral Valve Repair (TMVR) (CAG-
00438N)

5. The heart team and hospital are participating in a prospective, national, audited registry

CADTH



" : For TAVI, there is
variation across Canada
in respect to both
patient access and 30-
day mortality.
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Evidence
Driven.

CADT

== EDITOR[AL Editorials represent the opinions
e of the authors and JAMA and
not those of the American Medical Assodation.

Advancing the Care of Cardiac Patients
Using Registry Data
Going Where Randomized Clinical Trials Dare Not

/

Deepak L. Bhatt, MD, MPH Beyond these interesting and relevant results for indi-
vidual patients, adjusted analyses at the regional level indi-
cated that for each 10% increase in the number of patients
treated within the guidelinc—recommcnded times, there was
an associated 20% decrease in the region—level odds of dying
at 30 days. Thus, these results apply at not only the patient
level but also the health systems level—an important obser-
vation with pmfound public health ramifications.? There was
also significantly less readmission for heart failure in patients
receiving timely treatment, a finding with obvious cost im-
plications. Moreover, patients transferred for MI care had a
4-fold increased odds of untimely reperfusion. Barring con-
traindications, prompt fibrinolysis (and transfer toa PCl cen-

ARDIOVASCULAR MEDICINE HAS SEEN NUMERQUS AD-
vances, fueled by data from randomized clinical trials
(RCTs). A particularly important example has been
in the care of patients presenting with acute myo-
cardial infarction (MI). Data supporting either prompt me=
chanical or pharmacologic reperfusion are now abundant. A
limitation to the potential application of this new knowl-
edge, however, has been lack of optimal implementation of
these reperfusion strategies in real-world patients. This in-
ability to translate RCT datainto practiceis attributable to sev-
eral factors. Physicians may be unaware of trial results, espe- ; . 3 b
cially soon after new findings are published or incorporated ler)Awould l?e preferred in many patients if the altemnative s
into clinical guidelines, although this isan unlikely explana- untimely primary PCL Perhaps in aggregate these results sup-

tion with respect to care for acute M in the current era. Phy- port regionalization of care foracute MI, although fgrl]]er Te
sicians may be skeptical about the relevance of RCT findings searchis needed, because the relationships between higher pri-
mary PCl volume and better outcome are likely quite complex

« their patient population. This may be parlicularly true in s :
= S S and may be attenuated if individual hospitals are more adher-
o R .
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