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We have read with interest the editorial of Schaeverbeke T. et al.
[1] explaining the position of the SFR and CRI on biosimilars and we
would like to comment on it.

One of the core concepts of biosimilarity is the concept of extrap-
olation. It is worthy to note here, that the clinical data obtained
in the more sensitive indication (enabling the detection of some
difference if any) are not enough and are completed with non-
clinical data (structural, physicochemical, biochemical, functional).
The most important criterion is the mode of action of the molecule,
which must be the same in all the therapeutic indications (identical
target, receptor and active dose) [2].

Moreover, in order to avoid any confusion, it seems appropriate
to distinguish clearly between the act of substitution exercised by
pharmacists defined legally in France and the interchangeability
corresponding to a decision of the physician to prescribe a bio-
logic to replace another one, concept not defined legally. Note also
that the status of interchangeable biosimilaris unique to the United
States and corresponds to the substitution in the European sense
of the term.

Recently, the French public authorities have put in place mea-
sures to promote the use of biosimilars: to reach a target of
70% of prescription in initiation of treatment, while encourag-
ing interchangeability [3] ; to obtain a penetration rate of 80% in
2022 for hospital prescriptions dispensed by private pharmacies
in ambulatory settings [4]; to develop information and promotion
of biosimilars with the Regional Health Agencies (ARS) and the
national health insurance; to deploy targeted financial incentive
schemes for biosimilar prescribers (etanercept and insulin glargine)
[5]. Onthis last point, an indicator on the information of the patients
and the production of evidence of the means of communication
employed is planned.

A recent study has shown that while half of French patients
adhere to the principle of economy with biosimilars, more than
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9 out of 10 patients request that information be given to them
and their consent requested at initiation and during the treatment
follow-up [6]. These two elements have the force of law since
the Social Security Financing Act for 2017. The French National
Authority for Health (HAS) [7] as, in the field of rheumatology,
international experts [8]| and European patient organizations also
recalled this imperative to converge towards a shared medical
decision for biosimilars (concept valued by the SFR in its recom-
mendations).

Only 66.6% of rheumatologists think that patients must accept
the principle of being treated with biosimilars to achieve savings
[9]. Changing treatment for economic reasons despite a remis-
sion is destabilizing and it seems essential that empathy guide
the prescriber. Regarding the nocebo effect, we can question the
emphasis of the subjective part in case of failure [10] while it
is willingly taken into account in case of success and even val-
ued via Patient Reported Outcomes [11]. The transition from
the decision for others to free choice implies that the person
best placed to determine the right candidateis the patient him-
self.
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