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THE 3 STEPS

Regulatory b/r

Can the product 
work?

In the context of a 
clinical trial

REA

Does the product 
work and improve 

care?

In clinical practice

Reimbursement 
decision & pricing

Is society willing to 
pay?

Based on REA and 
economic aspects
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Principles of patient and consumer engagement 
in HTA: Fair priority setting

Confidential. Do not circulate.

A fair 
HTA 
process 
should 
ensure

Publicity
Availability of decisions to the wider 
public for scrutiny

Relevance
Stakeholders agreeing  upon the 
“relevance” of the inputs for the decision

Appeals
Objections and contributions to the 
revision of decisions

Enforcement
“publicity”, “relevance”, “appeals” 
appropriately followed

Responsibility
Public (patients) agree with the methods, 
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
Intended use 

Budget impact

Efficacy Cost benefit analysis

Safety Cost utility analysis

Relative effectiveness Modelisation

Patient and social aspects

Other domains

Ethical aspects

Organisational aspects

Legal aspects
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PICO

Population

Intervention

Comparator

Outcome



7

You said patients?

7

patients

advocates

CT subjectsSevere / end 
stage

CUP

Social media users
Experts?

Web-RADR

Off-label use 
patients

Off-label 
use patients

Similar but 
different
condition?
Carer?
Siblings?
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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)

Date Condition Type Technology Patients
attended / 
contacted

POs contacted

18 Sept. 2014 Non-small C lung cancer SEED Medicine 0 / 1 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

7 July 2015 Haemophilia A EMA-HTA Medicine 1 / 2 2

7 Sept. 2015 Insulin dependent diab. EUnetHTA Device 1 / 1 3

8



9 9

Assessment

HTA experts
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2 among many

10

assessment

experts

patients
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10 among many

11

assessment

experts

patients
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many among many

12

assessment

HTA expert

patients
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assessment

many in parallel to many
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2 rapporteurs among many

14

HTA experts

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

A representative of the company

Ask them to present the pros/contras 

vote
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Credit: New Economic Foundation
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Efficacy, safety, quality

-140

-210
Submission of the marketing 

authorisation application (public 
domain)

HTA bodies notified

1st rapporteurs’ report
+/- patients consulted at national 

level (rapporteurs’ NCA)

Scoping: patients consulted by 
REA authors (national level?)

+/- Scientific Advisory Meeting at 
EMA

+/- patients @ CHMP oral 
explanation

+/- patient preferences 
elicitations (IMI PROTECT)

2nd rapporteurs’ report

Patients’ views on REA aspects

Patients’ views on b/r

Patients review documents for 
the public: package leaflet, EPAR 

summary, Q&A…

Patients review REA report for 
the public

Patients involved

PRIME, horizon scanning…

patients
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Thank you!
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