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°*  * Objectives Overview /
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Breakdown of LES expenses on the M Targets for 2019 @
The French expansive drug list ~ total Health Insurance expenses '-"'u'-'.'.'.l'l:::::'l'.li':";n
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IS a derogatory hospital Expected savings related to the LES
reimbursement system to the expenses:

DRG payment set up by the

Social Security Financing Act L[ T
(LFSS) of 2004 which allow to
finance all the drugs inscribed 65 billion 100 million euros

on the positive list “liste en sus”
(LES) euros of
The high budget of ‘liste en SXPENSEs
sus” growth more than 10%
per year encouraged

Corresponds to 5% of the expected
savings following the Health Insurance

authorities to regulate contain actions
costs.
° * Methods Main regulatory measures of “liste en sus” (LES)

The different LFSS were
analyzed to extract the
regulatory measures.

Slnce. 2008 f|r§t cost LESS — article 47-I
containment regulation have -

Creation of the 1st cost
containment regulation: medical
control of the expenses by
—| improving the quality of care.

Strengthening of good-use

been created to ensure  Establishment of access criteria to the contracfsh(invqlvli_ng the hospital, thg
: LES by regulatory text (previously based regional hospitalization agency an
approprlate use Of LES on a re);omgmendagi/on): (p d B the Health Insurance)
In 2010, an update Of - Main use at the hOSPltaI _ 2010 Recommendation of hospitalization
inscription criteria. and - Important therapeutic vajue (SMR I to lli) committee
C. : - Important improvement medical service
radiation has been published, (ASMR | o Il
later updated in 2014, and - Drug cost more than 30% higher than the o .
cost of the hospital stay Restriction of access criteria: for
2016. - a same drug, only labels that meet
: : Progressive removal from the LES
Iﬂ'[l’OdUFI'[IOI’] of these of drugs whose indications are
regulations on the national 5 . N affected by the radiation by label
rogressive removal from the LES of —
budget control of LES. drugs whose indications are affected by
the radiation by label (2014) following the
timetable for reassessing the concerned Decree n°2016-349
labels, by the Transparency Commission
° ° )

Results

Impact of the regulatory measures on LES
The LES drugs list represent on

1st cost Regulatory Restriction
average 2% of Health Insurance containment access acess criteria
regulation criteria by label

expenses.

First starting 2005, the total
amount of expenses of “LES”
has undergone very significant  Number of drug
growth with: removals over NR -5 NR -5 NR -12 -5 -7 -9 -10 -1 NR

the years
« +17.5% between 2005/2006

*  +11.9% between 2006/2007 &
and 5 drug removal = 300%
- +15.3% between 2007/2008. ¢ £
S ©200% - 17.5%
_ © G>; 15.3%
Secondly since 2009, the total g £ 11.9% 11.0%
u— > 10.0% o,
amount of expenses has seen a 5 % - 4.3% 60% . 5.0%
significant slowdown in growth: o, ™™ H 0.4% . m B L 1:0%
- +4.3% between 2009/ 2010 £ & ™ - = -
and 5 drugs removal, S e & & s & o o ¥ e e =& &
+ -0.4% between 2010/2011, o F § & § § £ § § §&§ § & £
e 0.4% between 2011/2012 and v & & & & & & & & & & &

12 drugs removal,
* +6% between 2012/2013 and DISCUSSIONS

5 drug removal, Regulation of the LES is necessary to ensure continuity of care and provide innovative
« +3% between 2013/2014 and drug. Variation of LES expenses over the years is related to several factors as
7 drugs removal, Regulation measures

« +5% between 2014/2015,
and 9 drugs removal showing
a better controlled evolution
of the expenses.

Price decreases (i.e. Avastin® and Alimta® over the period 2013-2015)

Introduction of new classes of drugs delivered in retail (i.e. target therapies in
oncology ; oral therapies in multiple sclerosis), leading to decrease the LES and the
administration in hospital

Nevertheless, the increase of the expenses in 2016/2017 shows that regulatory

Finally since the Iast-2016 measures have limited impact when certain therapeutic classes comes on the market
decree the rate was : (i.e. immunotherapy).

e <1% between 2015/2016 and ®
6 drugs removal and 4 o Conclusion
partial,

 +11% between 2016/2017
and 1 drug removal

e <1% between 2017/2018.

Ministry of Health introduced several economic regulation tools that contributed
to control the LES budget thanks to removal allowing to free budget room for
new products. Although budget control of LES is effective, impact on drug

access remain to be better understood.




