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THE 3 STEPS

Reimbursement
Ry il REA decision & pricing

Does the product
work and improve
care?

Can the product
work?

In the context of a
clinical trial

In clinical practice
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Principles of patient and consumer engagement
iIn HTA: Fair priority setting

Availability of decisions to the wider

A fa | I P U b | |C |ty public for scrutiny

H TA R | Stakeholders agreeing upon the
“relevance” of the inputs for the decision
Drocess elevance

should
ensure

Objections and contributions to the

A p p eqa | S revision of decisions

“publicity”, “relevance”, “appeals”

E nfo rce m e nt appropriately followed

Public (patients) agree with the methods,

Re S po NS | b | | |ty are consulted in an appropriate manner,

adhere to the results
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You can engage in:

* HTA early dialogues
= to minimise the risks that inadequate information are submitted at a later stage
* Scoping
= which domains/topics/questions should be answered?
* Assessment
* Providing the answers
* (Appraisal)

= Making the decision to cover/reimburse
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HTA domains

Clinical domains Economic domains

Description of the technology Budget impact
Intended use

Efficacy Cost benefit analysis
Safety Cost utility analysis
Relative effectiveness Modelisation

Patient and social aspects

Ethical aspects
Organisational aspects

Legal aspects
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PICO

* Population
* Intervention
* Comparator

e Qutcome
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You said patients?

e advocates Off-label use
patients
Similar but X
different Severe [ end CT subjects
condition? stage
Carer?
Siblings? CUF

Social media users
Experts?

Off-label Web-RADR

use patients
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Difficulties finding patients. HTA early dialogues (SEED/EMA/EUnetHTA) 13

patients invited for 22 seats (59%)
35 contacted (37%), 57 organisations, 284+ emails (+ phone)

Condition Type Technology Patients
attended /
contacted

POs contacted
1

18 Sept. 2014 Non-small C lung cancer SEED Medicine o/1

8 Oct. 2014 Confidential EMA-HTA Medicine 1/2 1
3 Dec. 2014 Myasthenia Gravis EMA-HTA Medicine 0/3 2
15 Jan. 2015 Heart failure SEED Implantable device 2/2 2
22 Jan. 2015 Confidential SEED Medicine 2/5 5
12 Feb. 2015 Asthma SEED Medicine 1/4 11
13 Feb. 2015 Thyroid cancer SEED Diagnostic test 2/5 10
10 Mar. 2015 Discogenic back pain EMA-HTA Medicine 1/4 14
14 Apr. 2015 Implantable heart SEED Implantable device 1/2 2
29 June 2015 Sanfilippo syndrome EUnetHTA Medicine 1/4 4
7July 2015 Haemophilia A EMA-HTA Medicine 1/2 2
7 Sept. 2015 Insulin dependent diab. EUnetHTA Device 1/1 3



Assessment

M HTA experts
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2 among many

assessment

M experts
M patients
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10 among many

assessment

M experts
M patients
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many among many

assessment

W HTA expert
M patients
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many in parallel to many

assessment
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2 rapporteurs among many

-

M HTA experts
M patients
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HOW?

* Questionnaires ? Better use them as a guide for discussions or semi-guided interviews

* Focus groups
= 8 —10 patients
= Clinical trial or not
» Record discussions, make report
= Ask what changed in their lives on treatment, all relevant aspects, clinical, societal, Quality of Life...
= Compare the claim as proposed by the company with your own experience
= Discuss which patients can benefit the most

= An HTA expert can be invited to guide the discussion
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How? Patient jury

* 12-15 patients

* Invite an HTA expert or not

* Arepresentative of the company

* Ask them to present the pros/contras

* vote
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~alls

EURORDIS.ORG '« EURORDIS




In the LK B0 of Ordap reen
medenes, 10% & o gun contic L NOr overgde w50t e
NETA LS FAtETL MOrkeys M never ed 'o CORTNDS
B SOerdats iomd moriess epoaTerh 1 Gresiopeg (For sanmpmE a8
FwmcACr U for Croan gl avts; de-ec PO sywiens for prerratue
Eatinr. mech Soess for axthwrs: ang acmeced medtads of lodoey cebhse
W Trecs iz brde systermatc sronTRO0E 0N e SSaml arpact of Dockay
Thaes o0 2O 300 meckcal adwnoes.

L
mSmmatw met0l that COLd ACHMVE e Ooethve X e & SenTent
POk s $700d Oty DS LSS whedn 10 Sth 55800 5 of el wi 05
W filaenbns 0 reThay® coukd poisbe o B0 & ST easber
T gy mrwf wh e LT brse Chsdens

(SN a5 (Oden s ) e fot. For eaurple, ey ow s e 0 te-l:nn
Ftuchire Fwnkerg adity oefunioet sed TrPuw Sestey
B orkoys cor cuffer (3 0 o, 115255 0nd anetyd b furrmns
== W Mookoyd' 1nrding Al e el ds deewd oped 23 herane

B meir o 19000 e iifTorsrs sn i e of undasstrong
——— RN arcd FoSeT STy,

B Conarthy frarw s (o puisished dals o e lesal of Mg Sat
| T AR MCOAAN ASDETENT @ 11 AR rTrer .

= At Haneos malle rrede

00 MONkys Sre sl
eseich because Py ae 30
Savdar o humand,

w1 Now mediones scrrelyres

trmow 0 be wwrnct B morkon

1o ferraeia) Uan oskongs do
beices »

pinicey wil o oo U
et cass to b Sxcwd 4 Farrern
= nd wler i

Disease iy ouder 80
Gmemop v begtmacts dor
v dmoson)

A3 Thero e =
= ofmarces (oG Y

G The fsavrs Svk Pravssod e
B as possive, and wodam
mehods of Sbomioy hossing

B Ubsng sncndesys 1O G
Ol srerwede & iitpisise
the lnowiedoe may oad

et thow areTod
y ok S 1y 2l Fve mch

T Dibiy)

YIS con

that can pawsty ireatis) Tocoss

et mrweTty 1T Foers ard cawe of monkeys e

an be Yoned ic
W O AT Qupet Iy

= AS'T & Sormed aptathe © oo
thags 1o verdetys 1hat wi vodd

-s

& 12 harar s,

spared A

(0.g. 1o prosent thed: o

wip U oveduce agree haf e Moy
ey ng
q wnc
tmating e medcnes)

oot sared

o prevest dumer from e enerch pisaty PP and ol anve ok abeoadt

10 CounTies whers sewTy

(o5 . whan Cows

BETg monieeyy

Awtiym —ortdoen are pox

rgareant a8 “ur srgerveni PR T pp—

NONKEys

N rese

N humans

Mark = ooz o0 the e below = E Pere 2 croms on the bre celow Mark a cross on the bro below

Ded widry ‘Yo

Dwfinity ‘yas’'

————————— [ E Dwfriiedy ‘no”

17

Credit: New Economic Foundation



-210

+/- patients consulted at national

level (rapporteurs’ NCA) L

+/- Scientific Advisory Meeting at
EMA

+/- patient preferences
elicitations (IMI PROTECT)

+/- patients @ CHMP oral
explanation

Patients’ views on b/r

Patients review documents for
the public: package leaflet, EPAR
summary, Q&A...

timeline
(days)

07/07/2017

Submission of the marketing
authorisation application (public
domain)

15t rapporteurs’ report

EU regulatory process

2"d rapporteurs’ report

Efficacy, safety, quality

CHMP Decision

T o S ——————— i ----------------------------

- patients

Legend:

Postive decisibn of EC e B )

f

PRIME, horizon scanning...

HTA bodies notified

WPS5 HTA process National HTA process

Receive draft submission file
-
Scoping meeting with MA
A\ 4

Receive draft submission file

Scoping: patients consulted by

REA authors (national level?)

3SVHd DNId0DS

Finalisation of project
plan of pilot

- fee— g p—

Production of
1st version of pilot REA

2nd version of pilot REA

ISVHd LNJW3SS3SSY

National REA

Patients involved

[ External products EU net HTA products *With WP5 members, MA & other stakeholders



Thank you!
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