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BACKGROUND & OBJECTIVE METHODS

1. Literature review for the identificiation of regulatory and market access UMN

kehol includi | ISion-mak
Stakeholders, including regulatory and payer decision-makers, orocedures

appear to have a different understanding of the unmet medical need

(UMN) concept where publicly available assessment documents 2. A structured document analysis of (i) European Public Assessment Reports

could be a tool for bridging this gap. (EPARS) at the central EU regulatory level and (ii) P&R assessment documents at
the Belgian national level (CRM documents)

Objectives: Publicly available regulatory and pricing &

; . _ Inclusion criteria for document-selection:
reimbursement (P&R) assessment documents will be studied to

* (1) identify attributes that are used in public documents to

' Applied a regulator . .
describe the UMN concept European centralized + PP 9 y I Reimbursed in

MA between 2015 and or market access Belgium
« (i) assess the extent to which the UMN concept is discussed 2020 UMN procedure

RESULTS

Document inclusion Regulatory UMN procedures Market access UMN procedures

* PRIME scheme « Conditional authorization  Managed entry agreement
Products granted MA _ _ o
between 2015 & 2020 * Orphan designation * Authorization under * Early access program

(n=513) * Accelerated approval exceptional circumstances « Early temporally reimbursement

The extent of reported UMN information
Products granted a regulatory

and/or market access measure LEVEL 1
(n=149)

Not mentioned Criterium 1: Alternative treatment

LEVEL2 |Mentioned, not explained Alternatives not provided | Alternatives provided

Not
Explained

79 EPARs LEVEL3 | Limited explanation Limited explanation Limited explanation

Products reimbursed in

Belgium LEVEL4 | Extensive explanation
(n=79) 79 CRM -

documents

Criterium 1:
Disease severity

Explained Limited explanation Extensive explanation

m LEVEL1
m LEVEL 2

UMN attribute identification ® LEVEL 3
m LEVEL 4

Therapeutic value Absence of criteria for LEVEL 3 (limited explanation) documents

Population

Line of the product

Societal value Alternative
treatment

Disease severity

Availability of alternative Disease Disease
treatment options Severity Severity

ABBREVIATIONS CONCLUSION

UMN: Unmet Medical Need, P&R: Pricing and The extent to which the regulatory and P&R assessment documents provide insight into the identification and
Reimbursement, EPAR: European Public assessment of UMN in their product evaluation is limited. Only in 18,6% of EPARs and 2,5% of CRM documents the
Assessment Report, MA: Marketing Authorisation, UMN criteria; disease severity, and availability of alternative treatment, were explained. Increased and more
CRM: Commission Reimbursement Medicines systematic reflection on the UMN concept in publicly available documents could:
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