Incorporating Patient Input in CADTH
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Role of HTA
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CADTH Common Drug Review
Pan-Canadian Oncology Drug Review

CADTH Review Expert Committees (CDEC, pERC) Public Drug Plans
Team Patient input presented, used in ~ Shared with plans and
Patient input used to deliberations and reflected in shared at www.cadth.ca

inform review protocol, recommendations
clinical and economic
reports
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Why listen to patient perspectives
and experiences
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Elizabeth Lye:

Patients and caregivers are directly impacted by iliness
and its treatments:

A Live with the daily and long-term effects of illness
and treatments

A Lived experience with the drug under review

A Have the most to gain (or lose) from
reimbursement decisions



Patient Organization: Eczema Society of Canada
Amanda Cresswell-Melville

Why listen to patients?

WANL!, NEEDS
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Nothing for the patient, without the patient.




PERC listens for

A Day-to-day lived experiences of disease and
treatments

A Information/context regarding:
A quality of life
A adverse events
A logistical implications
A trade-offs
A socio-demographics



Allen Lefebvre

A Systematic reviews: data and statistics, RCT
A Patient perspectives:

0 Personalize the data

o0 Remind us who we do this for

o Identify unmet needs in therapy

0 Lived experience vs. clinical trials



Stakeholders engagement at INESSS

A Stakeholder&ngagementvasa foundationalelementof INESSS
creation
A The engagementof various stakeholdersis part of all INESSS
DirectorategMedication,Technology& SocialServices)
A Stakeholdersparticipation can originate from involvement of
patients,users patientsassociationcaregiverst citizens
A Stakeholders & patient engagement is important:
A to bonify & complementthe scientific evaluation process
based of clinical results and scientific literature.
A to ensurefairness and acceptabilitpf recommendations
made by INESSS.



INESSS - stakeholder & patient
iInvolvement

A Hassignificantlyincreasedn the pastyears
A IsincludedinL b 9 {sfrate@iéplan2016-2020
A Now a keyperformanceindicatormonitored by INESS@irection
A Obijectives
A 25%in 2019
A 50%in 2020
A Is includedin the assessmenbf therapeutic value as patient
perspective
A Ismanagedoy INESSBermanentemployees(+3)



INESSS - stakeholder & patient
iInvolvement

A In addition to the alreadyintegrated stakeholders& patients
engagementto the drugs evaluation process patients can
alsobe engagedn the optimal use of medicationactivities.

A Recentexamplesf projectscompleted

A
A
A

A

Optimaluseof immunoglobulingn neurology

Statins lipid-loweringagentsand cardiovascularisk reduction

Syndromic approach to the pharmacologicaltreatment of sexually
transmittedandblood-borne infections

Standardizatiorof practicesregardingbetalactamallergies

A Recentexamplef ongoingprojects

A
A

Lymediseasefrom diagnosido treatment
Standardizatior{banding)androundingof dosesof antineoplasticagents



Approaches to preparing
patient input



Lymphoma Canada 1 pCODR Patient Input

How we collect input:

A Use a combination of an online surveys and phone
Interviews - structured gquestionnaire

A Include multiple choice, rating, and open-ended
guestions

A Promote call for input through multiple channels:
A Internal email database
A Social media
A National and international patient groups
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Lymphoma Canada 1 pCODR Patient Input

What information we include:

A Focus on information that is most relevant to the drug-
Indication combination under review:

A line of therapy
A experience with comparator treatments
A unmet need
A experience with drug under review
A Include aggregate data when possible
A Use patient quotes to provide examples
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Example 1. Nivolumab for Relapsed/Refractory

H
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odgkin Lymphoma

A Aggressive lymphoma i curable with chemotherapy
A Young adults i in school or early in career

A Multiple previous treatments include multi-drug
regimens with high toxicity and autologous stem cell
transplant

A Prognosis is poor; alternatives are supportive therapies

A Nivolumab is a targeted drug therapy, with minimal
toxicity that is given by infusion

A Single arm clinical trial submitted for drug review



Example 1: Nivolumab for Relapsed/Refractory
Hodgkin Lymphoma

Do o T Do Do Io

Seventy percent (70%; 71/101) of patients who completed the surveys
were a teenager or young adult (13-39 years-old) at diagnosis.

The majority of patient respondents (61%) indicated that HL had a
negative impact on their ability to work.

The most commonly reported financial impact of treatment was absence
from work (69%).

Toxicity associated with previous treatments was a significant concern
for many patients.

ANEffectivenesso of a new drug thert
70% of respondents.

Many patients (57%) also reported
si de effects than current treat mer



Example 1: Nivolumab for Relapsed/Refractory
Hodgkin Lymphoma
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For those who were experiencing symptoms before treatment, 50%
reported that nivolumab was able to manage all their disease
symptoms.

Nivolumab was well-tolerated and 33% of respondents reported they did
not experience any side effects during treatment.

Ni vol umab had a very positive | mp:
attend school, participate in activities, travel and their personal
relationships.

Respondents were asked, based on their experience with nivolumab, if
they would recommend this treatment to other HL patients. All 15
i ndi viduals (100%) responded Ayes:«



Example 2: chemo + obinutuzumab for front-line
treatment of follicular lymphoma

A Chronic lymphoma i relapsing and remitting; no cure
A Many patients do not receive treatment at diagnosis

A Current standard front-line treatment results in long
remissions in many patients

A Therapy under review shows incremental improvement
In PFS (approx. 5-7% at 3 years) with slightly higher
rate of toxicity, same mode of administration

A RCT submitted for drug review

25



Example 2: chemo + obinutuzumab for front-line
treatment of follicular lymphoma

A When asked if they would take std front-line treatment again if it
was recommended, 79% selected AYye
5% selected Anoo.

A Based on summary of RCT data: 38% would choose the
experimental treatment, while 10% would choose the standard of
care.

A 31% of the respondents would choose the treatment recommended
by their oncologist and 22% did not know.

ALonger survival (87%) and |l onger
| mportant o outcod4mnegeathentr a new fr
t

A 44% ranked Afewer side effects
Nextremely i mportanto

C
[
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Example 2: chemo + obinutuzumab for front-line
treatment of follicular lymphoma

A Obinutuzumab was well-tolerated by all patient respondents and
side effects reported were described as tolerable in most cases.

A The most difficult side effect to tolerate for respondents (67%) was
fatigue.

A All patients reported that chemotherapy + obinutuzumab managed
most of their disease symptoms, including enlarged lymph nodes,
fever, shortness of breath, anemia and night sweats.

A When asked whether they would take this therapy again if it was
recommended, all patients respon
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Patient Organization: Eczema Society of Canada
Amanda Cresswell-Melville

Preparing Patient Input Submissions
What have we learned?




The Process

\VAIF-1g!
V Gather

V Write

V Review
V Validate




PLAN

V Prepare your team
V ldentify patients and caregivers




GATHER

V What type of data is appropriate, available and feasible?



WRITE

Select

Synthesize
Summarize




REVIEW & VALIDATE




Approaches to using
patient input



PCODR: Using Patient Input

PCODR:

. .. ] ——— RERC’s Deliberative Framework for drug
& Invites participation reimbursement recommendation: focuse: on
% Oﬁe rS S U p p O rt CLINICAL BENEFIT PATIENT-BASED
_‘*1 . VALUES
&3 Incorporates Input —
ECONOMIC ADOPTION
ﬁ?lnvnesfeedback SR D
B Acknowledges contributions
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PCODR Supports for Patient Groups

A Cancer Drug Pipeline Information for Patient Groups
http://www.ccanceraction.ca/  cewpwkec  canm | fon=e

A pCODR staff, training, CADTH symposium
A CADTH/pCODR website https://cadth.ca/pcodr/patient-

PCODR DALG REVIEW b PCODA DRUG REVIEW

mDUt-and-fGEd baCk PATIENT EVIDENCE SUBNISMON TIP SHEET FOR A mmmwmvﬁni
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http://www.ccanceraction.ca/
https://cadth.ca/pcodr/patient-input-and-feedback

Presentations to pERC

A Overview: who, conflicts, information gathering

A Disease experience: key concerns, impact on daily life
A Current treatments: how effective, how manageable

A Expectations: what is needed and why?

A Experience with treatment under review

A Comparison with clinical trial
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CDECT Allen Lefebvre

Process Overview: Where Patient Input Fits

A CADTH staff prepare reports: clinical, pharmacoeconomic,
current drug plan coverage, international decisions

(EDRD)
A 3 discussants, always including 1 public member

A Public member summarizes and presents the patient
perspective T based on patient input received not personal
experience with the disease

A 2 public members on CDEC, all members have equal vote
A Public member perspective




CDECT Allen Lefebvre

My Public Member Reports
A Overview: who, how data collected, conflicts

A Patient perspectives: disease impacts, experience with
current therapies including drug under review

A Gaps: what are the unmet needs?

A Top Issues: compare the key patient issues with data from
the trials. Does this drug fill any unmet need?

A Cost rarely has any impact on my report




CDECT Allen Lefebvre

Key Questions for CDEC
A s the drug worth paying for?
A If so how much?

Key Elements of the Process

A Recommendations relate to drug plan reimbursement, not
treatment

A Decisions are based on evidence of benefit, not need

A Cost effectiveness: relative to other drugs currently used

A CADTH has no access to actual drugs costs, only public pricing
A Population vs. individual




INESSS approaches

A 3 different levels of patient engagement identified at
INESSS

e v 3
Consultation Collaboration Partnership
Seeking someone’s knowledge Working together Building together

Aln thedrugs assessment procesthe patients and
other stakeholders arpartners as they are involved In
the deliberative process



Stakeholders engagement relevance

A Which factors are taken into consideration to
determine if stakeholders will be involved in a project
under evaluation?

Aadzf GALI S& NBlFazyax Yl Ay
not available in literature

ALinked to the complexity of the project under
evaluation

A Participation would be ideal in most projects but
are limited due to capacity issues



Stakeholders engagement relevance

A Predefined landmarks:
A Criticality of project in the health care system
A New and innovative technologies
A Evaluation done for public reimbursement
A High cost
ADSYSNI t LRLJz FdAz2zy &S
A+xdz YySNY of S LI LJdz | u)\zy
A Absence or limited information on the disease
A Uncertain balance between risks & benefits
A «willingness to suffep
A Social priority
A Reassessment
A Controversial subject

A

yV a A
aSya.



INESSS process

AlIn the drugs assessment process patients and other
stakeholdersare welcome to send comments as per drug
assessmentimelinespublishedon our website

A Fora7-weekperiodasper initial publishing

A Letters/videosfrom patients, patient advocacygroups
andhealthcareprofessionahrereceived

A Documentationto be taken into consideration during
variousstepsof drugassessment

A Patient comments collected are not made public, but
reported in the « Avis au ministre » in sections
entitled "Perspectivedu patient".



INESSS process

A Inthe drugsassessmenprocess
A Citizens participation to deliberative process of drugs
assessment
A Two(2) citizensare permanentmembersof the CSEMI
A Citizensmembershave samerights and privilegesthan
other members on the committee and same vote
authority
A Above mentioned documentation is read and
representedby the citizensmembers

) {

Partnership
Building together



INESSS process

A Inthe drugsassessmenprocess

A It is also possibleto initiate activitiesdirectly with patients
advocacygroups or patients in case of specific need to
obtain more information

A Example information required on the burden of a
diseaseor unmetneed

A Recentexample consultationwith patients and caregivers
was organizedat fall 2018 to support the reassessmenof
the Spinraz¥©.

A Summarizednformation wasincludedin the final « Avis
auministre »



What could be improved?



Improvements: Elizabeth Lye

A Connect patient groups that are new to the pCODR
process with a group that has experience to assist in
development of patient input

A Provide constructive feedback to patient groups following
PERC review
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Patient Organization: Eczema Society of Canada
Amanda Cresswell-Melville

How can the input process be improved
from the patient perspective?

V Advanced notice and longer timelines

TASK WEEKS

Planning

Identifying patients

Preparing

Gathering Data

Synthesizing information/Data
Writing

Editing

Validation & Final Review
Submission




V Better understanding of how the input is

used and weighted




