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Real-World Evidence Discussion

The role of private payers
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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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Dual bottom line - Balancing
the health needs of plan
members and the cost needs

of plan sponsors

Philosophy:
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The need for real-world evidence (RWE)

More drugs are coming to market with limited evidence packages

To accelerate and broaden access to treatment, more drugs are coming to
Growing market with less established clinical trial evidence. Determining value in these
uncertainty 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.

Increasing Programs like the Canada Life SMART drug plans offer value-based
drug costs 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
S0 managing these costs are also important. Employers also highly prioritize
quality of life outcomes like productivity and absenteeism.

Private plan
perspective
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The potential of RWE

Sharing risk improves access

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

Improved agreement (OBA).
access

Integrating new data over time means better decision-making
Clinical trial data is often only available when a treatment is launched.

Lifecycle Real-world evidence supports data-driven decisions throughout the drug
management management lifecycle.

Data insights can improve health outcomes

Predictive analytics could inform effective preventative interventions such as
Preventative pre-disability support (e.g. At work services).
care
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Real-world data for real-life questions
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A
412712023 canada e



Real-world data for real-life questions
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Real-world data for real-life questions
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Real-world data for real-life questions
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Real-world data for real-life questions
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Challenges

Data silos make it th%rsetneeggv rgqt;irg Robust, reliable data is
difficult to integrate data | °'© Or%llevseigns stucy essential to make the

results actionable

Bringing real-world evidence into drug plan management is

just getting started.
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Canada Life’s data expertise

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 Al team work
 with our clinical and business experts to uncover valuable insights.

Data insights can drive better

health outcomes.
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Drug lifecycle management

Highlightsldata gaps |

Insights into real utilization

SMART
Assessment Prior
authorization

Health
Canada
Approval

Annual
reviews

Outcomes-
based

approaches  comparative

re-assessment

| |

Reassess as the landscape changes

« Today's real-world data insights are

the tip of the iceberg.

 Technology & collaboration can
enable a full lifecycle approach
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The dual bottom line

Better Evidence- Fostering
access for informed health &

members decisions WEESS

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!




Canada'’s Drug and
Health Technology Agency

Real-World Evidence at
CADTH

Dr. Nicole Mittmann

Chief Scientist and Vice President, Scientific Evidence, Methodologies and Resources
CADTH

www.cadth.ca

April 2023
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Disclosure

 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

« 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



@

Canada's
Drug and Health
Technology Agency

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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@ ‘ Health Technology Assessment in Canada

CADTH’'s Role in the Access and Reimbursement
Process

H Health Canada B Patented Medicine Prices Review Board

Is the price excessive
compared with some other
developed countries?

|s it safe? Does it work?

B Public Drug Plans and the pCPA

"'\
S’ Is it needed? Is it affordable?

B CADTH

How does it compare with
existing treatment options?
Is it good value?




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.

N
w



RWE Guidance

RWE  =gk= ACCESS

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

N
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Expand Evidence Base

Systematic reviews and

meta-analyses of RCTs* A
Randomized
controlled trials

Cohort studies

* Fit for per purpose I I
« Evidence-based medicine principles i Risk of bias

 Tools and Guidelines l
Case reports, case studies

Lower Higher

Mechanistic studies

Editorials, expert opinion
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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

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

Health Equity
llluminated by the pandemic, interest in researching and addressing healthcare disparities intensifies

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

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

AWARENESS

COORDINATION/
COLLABORATION

Report on a Best Brains Exchange

Optimizing the Use of Real-World
Evidence as Part of Decision-Making for
Drugs for Rare Diseases
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@ ‘ Health Technology Assessment in Canada

What can RWE do?
What can't it do?
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Real-world evidence

» Fill gaps in uncertainty

* Does not lead to automatic approvals
»  Still needs critical appraisal

* Does not provide causality

« Still need to provide the “0” for Outcomes before we can discuss Outcomes Based
Agreements



VISION

To optimize the integration of
real-world evidence into decision-
making about drugs for Rare
Diseases (DRDs), within a
collaborative process

Strategic Goal #1

DELIVERABLE

Early Scientific Advice on | 1-year Learning Project
RWE generation (pre-

regulatory phase)

Strategic Goal #2 RWE Guidance

DELIVERABLE
Guidance and Tools

Rare Disease Registries:
Environmental Scan, Registry
Standards Guidance

Strategic Goal #3

DELIVERABLE
Multi-Stakeholder Approach;
RWE initiatives that
accelerate Learning by Doing

(Demonstration)
Learning Projects

Strategic Goal #4
DELIVERABLE

CADTH as the Hub of a network
of DRD stakeholders to establish

Collaboratively plan and execute
demonstration evidence

generation projects for priority

the building blocks for outcome- or|
areas of uncertainties

based managed entry
agreements (OBMEA)
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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

A g Expansion of Scientific Advice (SA) Program to include applications for advice
9 Xp ' on real-world evidence (RWE) generation plans after protocols for pivotal trials

have been finalized (the pre-regulatory phase of drugs)

Duration
1-year learning period April 2022 — Mar 2023

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 32
processes

Process
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Strategic Goal #2: Develop guidance for use of RWE

Objective: To develop a Canadian RWE Process
Guidance document to provide
recommendations for both quality and

reporting standards for all RWE submissions
Intended for use I.n r.e gLIIa.'tory or health- Literature Review Drafting Guidance Mult;iﬁe;l;:g?lder PFJEﬁﬂgﬁgﬂno??ﬁe
technology submissions in Canada RWE Guidance

7
e

May 2023

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

CADTH



RWE Guidance Working Group
Expert Panel Members - Canada
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Strategic Goal #2. Develop knowledge for generation of RWE

« 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; 35
ISPOR RWE SIG; CIOMS RWE Manual



Inventory of Databases:
Health System; CIHI; Statistics Canada; Public; Private; Outcomes; Patient; Genetic

CATEGORY VARIABLE SOURCES Data Repositories VARIABLES SOURCES
Drug/Medication Public Drug Utilization E!VIPRB; gIH!; ItiF)RNA—PéT; I(.J/I(EES -DAS; Reformulary; Statistics Canada-oncology; Canada HDRN- drug, health system, patient outcomes; lab values P/T administrative databases
isease Registries; Academic Groups
Private Drug Utilization PMPRB-NPDIUS; Reformulary; IQIVIA; P/T-BC; Private Insurers (e.g., Telus, IC/ES- DAS Ontario administrative databases
Loblaws; CHLIA); Disease Registries; Academic Groups Patient/Disease Registries Registry portals
Out of Pocket Drug Utilization PMPRB-NPDIUS; Reformulary; IQIVIA; P/T-BC; Private Insurers (e.g., Telus, us US data repository; based on data from insurers and HMOs; | Aetion Portal-Clearing House
Loblaws; CHLIA); Disease Registries; Academic Groups Utilization; outcomes
UK data from electronic health records
Hospital Drug Utilization PMPRB; I1QIVIA; Academic Group (MT)*; Private Insurers (e.g., Telus, Loblaws;
CHLIA); Disease Registries; Academic Groups Data repository; based on data from insurers and HMOs; Flatiron Portal-Clearing House
Utilization; outcomes
Route of administration PMPRB; I1QIVIA; Academic Group (MT)*; Private Insurers (e.g., Telus, Loblaws;
CHLIA); Disease Registries; Academic Groups
- - - - - — - Europe TBD
Patient Information Demographics CIHI, Stats Can-Vital Stats; Disease Registries; Academic Groups
Mortality StatsCan-Mortality :;::" :Er :::_:e :o%m mommke ::?!es in m.w:“ e PMT (%) " su:el’v(*]in tested " m.m.nmfr repomia
win biomarker participants (%)
Intermediate Disease-specific Outcomes Disease Registries; Academic Groups Mt _“:' .
intere:
Genetics, genomics, mutations Exactis; Flatiron; Academic clinical trial databases (e.g., OCTANE; CLEO); OICR Lung 1736 | 688 | 894 | Atk fusion | 3i(esbeingstagerv) | 1.8 | 36 | 38 J26-Io'lmg or.4-5 i
| 957 VEGFR(MUHMH) | 16§(asnui|w | ?.f | ?3;7 | }1 | 15-15|ncluc?s!in 1
Laboratory values |CfES- DAS, HDRN? w2 MET (amp + mut + fusion) 16 (14 stage IV) 0.9 23 33 'zo.::l‘a;:z\gppl:f‘:gtnen,s*
Quality of Life Disease Registries; Academic Groups 7 | | = RET fusion 3 = 05 [oe g
Breast 2499 985 2289 Her2 expression or 485 19.4 21.2 1.2-25%
Patient Reported Outcomes Disease Registries; Academic Groups | | amplification | ! | | I
88 HER2 mutation 3 0.1 03 3.4 4
Breast | 1372 | 701 | 328 | "BRCA1/2 germline mutation | 55 (26 stage IV) s 37 168 IE™3
Her2- HR+
77 | “pixaca | 23 (23 stage v) 17 33 299 | 133t0615%
Colorectal | 1558 | 1144 | 607 | "BRAF ve0OE a1 (37 stage v) 26 32 68 125"
| “Prostate | 918 | sa0 | Na | B8so | 35 (35 stage 1v) 38 a1 I |28
CATEGORY VARIABLE SOURCES prosate | 518 | 80 | &2 | BRCAL/Z mutation germiine | 27 (27 stage IV) B 32 I [Za07%
+somatic
Health System Outcomes Hospitalization (admissions/discharge) CIHI; Private Insurers (e.g., Telus, Loblaws; CHLIA) Pancreas |11 |5 |2 el EC L 91 [20 182 [1e7=
+somatic
Emergency/Urgent Care CIHI; HDRN -P/T, IC/ES —DAS Ovrian | €28 |29 | NA L s (sestaes V) B2 e A =7
700 | 332 | sas | BRAF V600E/X | 220 (123 stage Iv) 311 663 201 |"a0-50"%
Procedures CIHI; HDRN —P/T; IC/ES —-DAS; Melanoma | | | ‘ | | | | |
. X X Biliary 8 4 2 FGFR2/3 fusion ° ° ° o 8"
PhySICIan HDRN-P/T; IC/ES -DAS; N [ | | FGFR2/3 Mutation | 1(1stagev) 125 25 50
Thyroid | R
Costs CIHI-procedure/DX; HDRN-P/T; IC/ES-DAS e T + o s - -
Tumors

*BRCAI, BRCA2, MRE11, RAD50, RAD51B, RADS1D, ATM, PALE2, RADS2, RADS4L, BRIP1, BARD], CDK12, CHEK], CHEK2, FANCL, PPP2R2A
1 21P - Desai A, Mohammed T, Bakghit S, et al. The landscape of ALK alterations in non-small cell lung cancer. European Lung Cancer Virtual Congress 2021 (25-27 March).

ia, Puey etal “Prevalence and natural history of ALK positive non-small-cell lung cancer and the clinical impact of targeted therapy with ALK inhibitors.” Clinical epidergiplegy.vol. 6 423-32. 20 Nov.
"OH doi:10.2147/CLEP.S69718
3. Zhang, Yue-Lun et al. “The prevalence of EGFR mutation in patients with non-small cell lung cancer: a systematic review and meta-analysis.” QpQRxge vol. 7,48 (2016): 78985-78995.|
doi:10.18632/oncotarget. 12587
4-Sterlacci W, Bisgl M, Guggar M, Buberdorf L, Sauic S, Tzapkoy A. MET gene clinica: ics and prognostic significance in a large cohort of
patients with surgically resected NSCLC. Wch. 2017 Jul;471(1):49-55. gaj; 10. 100 sOO-"S-Ol' 2131-1. Epyh 2017 May 20. PMID: 28528511.2
5-JTournal of Thoracic Oncology (2021) 16 (suppl_4): $699-S703. S. SaxjcPrincel, M. Bikl2, S. Eppenberger-Castori2, MLS. Marter2, N. SIL 2,L.




Inventory of Databases:
Health System; CIHI; Statistics Canada; Public; Private; Outcomes; Patient; Genetic

Ta.b.fe 1: Data holdings available from HDRN Canoda data centres

Health insurance
registries
Hospitalization
data

Healthcare clinic
data

Emergency room
data

Physician claims
data
Prescription
medication data
In hospital drugs
Home care
services data
Continuing or
chronic care
services data
Wital statistics
data (like birth
and death)

EMR data

Laboratory test
results
COVID-19 Test
Results data
COVID-19
wvaccination data

Imaging data

LEGEND AND - _data for the whole population (or close to it; =95%)

Patient-reported - pla NOTES:
[d;tt: from senetic L i = data for some of the population 37
tests = pna plan = linkage and integration planned but not yet implemented
Health workforce = nodata o
CIHI SC | BC | AB SK 1:'; ON | QC | NB | NS | PEI | NL | NT




Canadian Rare Disease Registries List

Registry Name

Fighting Blindness Canada’s Inherited Retinal
Disease (IRD) Patient Registry

Website URL
https://www.fightingblindness.ca/patient-registry/

Attended BBE

Canadian Neuromuscular Disease Registry (CNDR)

http://www.cndr.org/

Canadian Cystic Fibrosis (CF) Registry

https://www.cysticfibrosis.ca/our-programs/cf-registry

Canadian Blood Disorders Registry (CBDR)

https://fhs.mcmaster.ca/chr/

Paroxysmal Nocturnal Hemoglobinuria (PNH)
Registry

https://pnhregistry.com/

Canadian Fabry Disease Initiative (CFDI)

http://www.the-cfdi.ca/

Canadian Network for Autoimmune Liver disease
(CaNAL) Patient Registry

https://pbc-society.ca/canal-patient-registry/

British Columbia Glomerulonephritis Registry

http://www.bcrenal.ca/health-professionals/clinical-
resources/glomerulonephritis

Canadian Glomerulonephritis Registry (CGNR)

https://cansolveckd.ca/gnregistry

Canadian Scleroderma Research Group

http://www.canadiansclerodermaresearchgroup.org/

Canadian Inflammatory Myopathy Study

http://craj.ca/archives/2019/English/Spring/pdf/CRAJ_Spring_2019_CIMS.pdf

Canadian Registry for Pulmonary Fibrosis

https://pubmed.nchi.nim.nih.gov/27445528/

Yes

Yes

Yes

Yes

Yes

Yes

No

No

No

No

No

No
Registry Name Website URL Attended BBE
Canadian Organ Replacement Register https://www.cihi.ca/en/canadian-organ-replacement-register-corr No
Canadian Home Parenteral Nutrition (HPN) Registry | http://www.bchomenutrition.org/Canadian-HPN-Registry.html No
Canadian Fontan Registry https://canadianfontan.com/registry/ No
MitoCanada'’s Patient Contact Registry https://mitocanada.org/patient-contact-registry/ No
National Spinal Cord Injury (SCI) Registry http.)s:/lprammnsmute_orglresearch-care/key-lnltratlves/natlonal-sm- No

registry/
Canadian Open Parkinson Network https://copn-rpco.ca/research/ No
CDKLS5 International Patient Registry https://www.cdkl5canada.ca/cdkl5-international-patient-registry No
Myelodysplastic Syndrome (MDS)-CAN Database https://www.mds-can.ca/ No
Pediatric Oncology Group of Ontario Networked https://www.pogo.ca/research-data/pogonis-childhood-cancer- No
Information System (POGONIS) database/data-anatomy/
Cancer in Young People in Canada (CYP-C) I;_ttps://www.canada.ca/en/publlc-heaIth/serwces/chronlc- No
iseases/cancer/cancer-young-people-canada-program.html

Canadian Registry for Amyloidosis Research https://amyloidregistry.ca/login No

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

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

O

O

What are the decisions to be made and by whom?
What are the questions which need answering to make those decisions?
What evidence is needed to answer those questions?

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

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

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

Pediatric Low-
Grade Glioma

(Literature)

International Multi- Multi-
information / stakeholder stakeholder
Data scan engagement meeting

Review of
existing
evidence

Registry
data
analyses

Registry
appraisal

Admin
data
analyses

Pediatric Spinal
Muscular
Atrophy

Amyotrophic
Lateral
Sclerosis

Pediatric Cystic
Fibrosis

NOC/c:
OCALIVA
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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)

Collaboration, early and
iterative dialogue amongst
stakeholders to efficiently

plan and act on evidence
generation for priority areas
of uncertainties

/

41
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RWE Work

 Expand Evidence Base
* Enhance Deliberation
* Improve Communication
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Opportunities

Standards &
Guidance: RWE,
Registries

D

International
Collaborations

Increase evidence
base through
integration of RWE
into HTA

0 Qo
o
-

Pan-Canadian

Partnerships 43

Specific to Rare
Diseases

Expand HTA appraisal
to all drugs and
devices for RD

Collaborate with data
holders to address
current limitations /
gaps e.g.: standard

core outcomes sets to

be collected
prospectively

43
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Leverage
Liberate
Learn
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RWE to Enhance
Decision Making

Karine Grand’Maison

Vice-President, Access and
Government Relations

@ Pfizer



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

@ Pfizer



RWE Activities @ Pfizer

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

RWE teams

Burden of Chronic Disease

Productivity / Demographics

Outcomes or Value Based Coverage
« Canada
- US

@ Pﬁzer



Leveraging PSP to gather RWD to supplement HTA

RWE Project Initiation

The project initiated in Q4/2019
to understand survival and
QoL on patients taking
lorlatinib for progressed ALK+
NSCLC

Protocol (2 KOLs consulted) +
Ethics Approval

Baseline characteristics were
presented in October 2020 for
15 subjects enrolled up to
September 18, 2020

TLOV
Program Launch

The TLOV program launched
August 4, 2020, to provide
patients with progressed ALK+
NSCLC access to lorlatinib

Interim Analysis #1
September 2021

- T T T T ~
[ \
| Interim Analysis #2 + #3 l
%ﬁ% | 2022 World Conference on I
I Lung Cancer (August 2022) I
|
' !
' !
Enroliment M '
Completion \ /’
TLOV Program Enrolment was S - -
completed and closed as of
May 17, 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

50



PREPARED: A RWE Master Class

* 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 (PAGSs) for advancing Real World Evidence Decision-Making

Real-world Evidence Master Class
Course Faculty

PayeR
Education

Program

Advancing

PREPARED

Real-world

Evidence & Decision-making

@ Pfizer

Chris Cameron
MSc, PhD, P. Stat

“The excellent curriculum presented at the most
recent edition of the RWE Master Class generated
informative and useful discussions with payers
and participants from around the world.”

Chris Cameron
Expert

CANCERTAINTY
e oaud . ecwm—

ECUAL AND FANR CANCER TREATMENT FOR ALL

“The RWE Master Class offered by Pfizer was an
excellent opportunity to learn from globally
recognized RWE experts on how RWE is used to
assess humanistic, clinical and economic
outcomes, and what the future opportunities
and challenges are for the generation and

use of RWE.”
Robert Bick
Co-Lead
CanCertainty Coalition
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Using Real-World Evidence
to Enhance Reimbursement
Decision-Making for
Canadian Payers

Consultant's Perspective

May 3, 2023



Consultant's Perspective

PeriPharm is a Canadian
consulting company specializing
in health economics and market
access

e In-depth knowledge of the Canadian health care
system and payers' requirements.

e Established expertise in pharmacoeconomics and
outcomes research for 20 years.

e |Involved in numerous submissions to Canadian public
and private payers.

e Diverse clients: from local to global pharma leaders.

Clients

Pharma companies seek
market access in Canada
for a drug.

Consultant

Develop key components
of the submission dossier.

g PeriPharm

Payers

Evaluate the submission
dossier to issue
reimbursement
recommendations.




g PeriPharm

Canadian Reimbursement Landscape

®m Clients' Need ® Payers' Need
Obtain public and private Make informed decisions to enhance
reimbursement to maximize market access to innovative drugs to patients.

aCcCess.




gPeriPharm
Canadian Payers' Requirements

THERAPEUTIC ECONOMIC
VALUE VALUE
e Unmet therapeutic need e Economic evaluation assessing
e Clinical evidence (e.g., phase lll the cost-effectiveness of the
clinical trials) new drug
e Place in therapy of the new e Budget impact analysis
drug estimating the financial

impact of listing the new drug

T
!



Our Experience with Submission Dossiers
Development

Submission dossiers are prepared using best available evidence

Randomized
Controlled Trials

Health Canada Payers asks
asks / How does it
\ compare with
2 Is it safe? existing treatments?
&2 Does it work? Is it good value?
Is it needed? Is it
affordable?

g PeriPharm 4



Case Study 1

g PeriPharm

Client sought
reimbursement for an
approved oral treatment in
women's health where the
standard of care is an
injectable.

Advantages of the new
drug were beyond the
clinical efficacy. Treatment
convenience, patients’
satisfaction and increased
adherence to oral

treatment was anticipated,

but no evidence was
available to support this
statement.

No recognition of the
therapeutic value of
innovation by payers.
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Case Study 2

Client sought Work productivity and

reimbursement for an caregiver burden data were Increased uncertainty in
approved new drug in obtained from other economic evaluations and
mental health. countries, but no Canadian payers' assessments.

evidence were available.




Case Study 3

g PeriPharm

Client sought
reimbursement for an
approved new drug in rare
disease.

Limited Canadian evidence
was available. Data from
another disease were used
to estimate patients’
quality of life, health state
utility values and

e Increased uncertainty in
economic evaluations and
payers' assessment.

e Key concern in the context

of high-cost drugs.
healthcare ressource

utilization.

/
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Gap in Evidence

e Limited Canadian data on disease
burden to demonstrate the clinical
and economic value of a new drug.

e Few Patient Reported Outcomes data
in Canada
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PROXxy

Network

An initiative of PeriPharm Inc.

L) :

The Patient's Voice at the
Core of Health Care Decision

;
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Réseau

(%Q(%PROXY

Network

Our goal is to help generating patient-centered
evidence to inform decision-making

@ .g QQ0

High Standard for
Confidentiality and
Security of Data

Innovative Research Allows Conducting
Network Real-World Studies

10
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Innovative Real-World
Evidence Platform to

= ! COMMUNITY
Collect Data Directly N PHARMACIST NETWORK
from Patlents and Established network willing and ready to
® participate in a study. Role of the
ca reg IVers pharmacy team is to identify eligble

patients for a study.

7 o }'\ B4 =
S 4 \ / \ -~

e P PATIENTS' ASSOCIATION

e » \% 3 \éﬁ @ |/ Patients can also be identified through
L ' patients' association.




Patient-Reported Outcomes Collected

% Signs and Symptoms

Caregiver Burden gﬂt‘fy}) DE Functioning

N Activities of Daily
Treatment oz Living

Satisfaction ==

4
Health Care Resource C/; i j 3 2 Productivity Loss

Utilization

%
Quality of Life and Preference-based | 13
Measures HiPhars |



The Impact of Migraine on
Canadians' Work Productivity

To estimate the impact of migraine on work productivity and
activity impairment in adults being treated with a triptan.

Cross-sectional, observational, community pharmacy-based
study.

100 adults with migraine treated with a triptan identified by
the pharmacist (new script or renewal in the last 3 months).

Work and activity impairment, using Migraine Impairment
Disability Assessment Scale (MIDAS).
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Take-Home Message & e

e Canadian payers nheed comprehensive evidence on the therapeutic and

economic value of a new drug.
e Available data does not always provide the full picture of the impact of a drug.

e Gap in evidence: Canadian based patient-centered data.

RWE Offers the Opportunity to Better Inform Decisions

e Patients deserve to be at the core of health care decisions.

e Although RWE will never replace RCTs, it undoutably brings value to drug assessment for

Canadian payers.
e Considering the increasing cost of specialty drugs and drugs for rare disease, RWE wiill

become a pillar in healthcare decision-making.
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