How could ATMPs demonstrate an

economic benefit for payers and what are

the real-world examples of this?

An analysis of payer considerations underlying HTA decisions for

Yescarta and Alofisel in the UK, Italy and France

Authors Taylor, A'; Chirico, G'; Kwong, T'; Chunara, F'; Haigh, J’
'Remap Consulting, Cheshire, United Kingdom

INTRODUCTION

Advanced therapy medicinal products (ATMPS) include cell, gene, tissue-
engineered and somatic-cell therapy medicines. These innovative
treatments, generally given as one-off, often claim life-long benefits for
natients and even curative potential for difficult-to-treat conditions.
However, as they are significantly more expensive and are associated with
nigher evidentiary uncertainty than other medicinal products, they present
greater challenges to manufacturers when it comes to demonstrate
economic benefit to payers.

OBJECTIVES

The objective of this study is to explore the role of economic benefit in the
HTA decisions across diverse market types: cost-effectiveness driven (UK),
budget-impact driven (ltaly), and clinical-differentiation driven
(France). More specifically, the objective is to understand whether the
clinical or the economic domain vyields most of the key payer
considerations underlying these decisions and whether this varies across
markets representing different payer archetypes.

RESULTS

METHODS

UK, Italy, and France were chosen as
representative market archetypes for cost-
effectiveness, budget Iimpact, and clinical-
differentiation, respectively. ATMPs assessed by
HTA bodies within these markets were identified
using NICE, AIFA, and HAS databases. From these,
two ATMPs were selected to illustrate contrasting
examples from a P&R perspective, specifically one
with a negative HTA outcome and another with a
positive HTA outcome. Only the initial assessment
was considered, and reassessments were
excluded. Key payers’ considerations on evidence
package were extracted from HTA reports and
were categorised as positive, some concerns/
uncertainties, or negative and as pertaining to the
clinical vs the economic domain. A comparative
analysis was conducted between the two selected
ATMPs across the three markets.
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Yescarta (first indication) and Alofisel have been evaluated and are associated  Figure 3. Key payer considerations underlying HTA

with positive and negative HTA outcomes, respectively, in the selected markets.
Across markets, Yescarta's positive HTA outcomes are either linked to conditions
or facilitated by MEAs, while Alofisel is only reimbursed in France and only for a

sub-group.
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CONCLUSIONS

Across markets, the level of clinical benefit is the key determining factor in HTA decisions for ATMPs. However, ATMPs often
do not have the right level of evidence to support demonstration of clinical benefit and, consequentially of economic benefit,

at the time of launch.

For this reason, alternative reimbursement schemes, such as coverage with evidence development, and payments methods
are utilised by payers to allow access to these innovative treatments despite the uncertainties.

However, if the uncertainty over the clinical benefit is too high, these will not even be considered, as it was the case for
Alofisel. This is especially true in markets where clinical benefit is assessed first and is a gateway to the discussion on

economics.
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Abbreviations; AIFA= [talian Medicines Agency; ASMR:
Improvement in medical benefit; ATMP= Advanced therapy
medicinal products; CDF= Cancer Drugs Fund; CE= Cost-
effectiveness, DLBCL = Diffuse large B cell lymphoma; HAS= Haute
Autorité de Santé HTA= Health technology assessment: ICER=
Incremental cost-effectiveness ratio, NICE= National Institute of
Health Care and Excellence; P&R=Price and reimbursement;
PMBCL= Primary mediastinal large B cell lymphoma; QALY =
Quality-adjusted life year; RCT= Randomised controlled trial
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