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INTRODUCTION RESULTS

+ The French Commission for Economic Evaluation and Public Health
(CEESP) states in its doctrine that economic evaluations are
associated with major global uncertainty (MGU) when:!

Methodological reservations

+ Appraisals with and without MGU had a similar number of major
reservations, but those with MGU averaged more important

1. Uncertainty cannot be assessed qualitatively or quantitatively, reservations (7.3 vs. 4.0).
2. The estimation of key parameters is too uncertain and leading to + These reservations were most frequently related to modelling aspects
unstable results, of the cost-effectiveness analysis (3.6 important reservations on
average).

3. Several important methodological reservations are made leading
to uninterpretable results, » For opinions related to non-COVID-19 indications, long-term

4. The hypotheses or methodological choices are not plausible freatment effect hypotheses was the most frequently mentioned
given current clinical practice. important modelling reservation (88%; Figure 1).

» The presence of MGU cancels the guarantee of stability provided in Figure 1. Important methodological reservations
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* We reviewed all CEESP economic opinions released from the 0% 50% 100%
publication of the CEESP doctrine in July 2021, to July 2024. ® Non-COVID-19 indications (N=8) COVID-19 (N=4)
+ We identified appraisals concluding with MGU and extracted the Assessment of uncertainty and rational for major global uncertainty
justifications for these conclusions, along with the types and grading quadlification
of methodological reservations. « In non-COVID-19 indications:

» In 7 out of 8 opinions (88%), the rationale for the MGU quallification
related to a lack or insufficiency of sensitivity or scenario analyses to
address sources of uncertainty. 347.11.12.13,14

RESULTS

Overview of submissions « In 3/8 opinions 4! the base-case result presented by the

« Of the 64 economic opinions published since July 2021, 12 (19%) manufacturer was dominant, while DSA ranges included positive
included the MGU qualification. ICERs. In these opinions, the CEESP highlighted non conservative

+ 4 were related to COVID-19 indications, 3 related to rare diseases, choices in the rational for the MGU qualification

and 4 had target populations of less than 500 patients/year. + In opinions linked to COVID-19 indications, the CEESP justified the
MGU qualification by the rapid evolution of the epidemiology, the
use of strong simplifying hypotheses such as only modelling one
pandemic wave, and quality of utility data.

« 7 manufacturers (58%) unsuccessfully challenged the MGU
characterization during the contradictory phase 35¢89.10.11

Table 1. Overview of CEESP appraisals subject to MGU
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Abbreviations: BIA: budget impact analysis; CEA: cost-effectiveness analysis; NA: not applicable; NSCLC: non-small cell lung cancer; SMA:
spinal muscular afrophy
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