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Background

and reimbursement decision making

kthese contexts

e Use of Real World Evidence (RWE) — derived from analysis or synthesis of real world data .
(RWD) obtained from sources such as patient registries, electronic health records and claims
databases — is increasingly recognised as a valuable source of information for market-access .

* Aim: To develop and conduct a global survey in order to better understand the use of RWE in .
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Method

Survey tool developed iteratively with key stakeholders in academia, health services, government
bodies and patient organisations from ten European countries

The survey, made available in English via Qualtrics from March 2017, contained 35 qualitative and
quantitative, closed- and open-ended questions on the use of RWE for licensing and coverage
recommendations, RWE ownership and the future of RWE.

Survey link was distributed to a number of global contacts for completion
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Respondent Demographics

* 40 respondents between

Respondent Country: March and August 2017
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Respondent Role:

Regulatory
Pharmacist

Payer

Patient Organisation
HTA body

Health Economist
Consultant
Clinician
Assessor
Academic
Unkown
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Respondent Opinion

In what situations can RWE support improved decision

making?
Supporting more efficient and patient centred clinical
pathway design E—
Informing appropriate usage in specific patient
cohorts ]
Local formulary listing decisions ]
Clinical guideline development R
National-level HTA periodic re-assessment ]
National-level HTA assessment at launch [ ] ]
Licensing and marketing authorisation B |
Evidence development for accelerated and adaptive m .
pathways / breakthrough designations
0 5 10 15 20 25 30 35 40 45
Do not know Likely Highly likely B Very highly likely

Unlikely m Highly unlikely B Very highly unlikely

In your opinion, will RWE ever play a similar role to RCT data
in drug evaluations?

This is a price which
will have to be paid to
permit faster licensing

of medicines

RWE provide data with
better external validity and
in that way they

complement scientific
value of RCT

RCTs can be limited in
terms of meaning and
applicability

Results
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Country RWE Utilisation

Does your country accept a lower level of evidence
for any therapeutic class/product type?

Do not know / not

aware, 2 =

Bosnia
Hungary
France

Poland — Rare disease
Portugal
Romania - Oncology
Slovenia — Orphan
Spain — Orphan drugs
Sweden — Paediatric oncology
UK — Rare disease

Austria — Orphan drugs
Brazil — Rare disease
Bulgaria — Oncology, orphan
Cyprus — Some chronic
Czech republic — Orphan drugs
Germany — Rare disease
Italy — Rare disease
Norway — Very rare disease
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Please rate the current value of RWE for decision making in your country
NB bigger bar = higher value

UK
Sweden
Spain
Slovenia

Russia
Romania
Portugal

Poland
Norway

Italy

Hungary
Germany
France

Czech Republic
Cyprus
Bulgaria

Brazil

Bosnia and Herzegovina
Belgium
Austria

W Regulatory based decision-making B Reimbursement based decision-making

® Clinical based decision-making
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The future of RWE

What are the barriers to enhanced RWE use?

Validity of the data I

Substandard registries

Poor data quality

Patient-related confidentiality issues
Mandatory nature of RCT

Lack of data collection

Lack of data availability

Issues around lack of randomisation
Ethical issues

Cost of data collection/analysis

W Regulatory based decision-making
Clinical based decision-making Economic evaluations

M Reassessment/re-review
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Barriers to enhanced RWE use:

 Data validity

* Registry quality
* Data quality
 Data quantity

Steps for overcoming barriers:

 Develop definition and guideline for
RWE

 Guarantee data quality

* Control bias and confounding factors

 Advance data management

0 5 10 15 20 25
o * Introduce incentives for clinicians to
Rate the potential value of RWE, and its use in decision-making, in record data
your country over the next 3 years
NB — bigger bar = higher value
UK I I
Sweden IS I
Spain I —
Slovenia 1IN ]

Russia I N  RWE predicted to play a more
Romania I minimal role in Bosnia,
Portugal I o Germany, Austria and Belgium

Poland IEEEEE—— S over the next 3 years
Norway o  More important role in

Italy — I _ Cyprus, Russia, Bulgaria
Hungary s e * Will have a more important
Germany N ] role in economic evaluations
France I and reassessment/re-review
Czech Republic I— R  Slightly less important role in

Cyprus I ] regulatory based decision-
Bulgaria I . making

Brazil I |

Bosnia and Herzegovina Il I
Belgium I |
Austria B I

Reimbursement based decision-making
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* 40 respondents from 22 countries

* Most countries accepted lower levels of evidence for orphan/oncology

Conclusmns
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* RWE thought to have more value currently in clinical and reimbursement
based decision-making, rather than regulatory .
°\Most respondents see RWE as a complement to RCT, rather than replacement

to improve
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