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SEOM Position on Biosimilar Antibodies

Unlike support therapy biosimilars such as erythropoietin
and colony stimulating factors, which have easy to
measure efficacy surrogate markers (haemoglobin
concentrations, leukocyte levels), the development of
antibody biosimilars poses significant challenges. This is
due to the structural complexity of antibodies, their role
in the treatment of a wide range of tumours, the limited
correlation between efficacy surrogate markers and
clinical benefits, and the heterogeneity of their
mechanisms of action.
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SEOM Position on Biosimilar Antibodies

SEOM'’s position on the possibility of extrapolating
from a specific trial with a homogeneous population with
a clinical endpoint capable of detecting differences in
activity (defined as a sensitive endpoint), to other
indications in which the drug’s mechanisms of action, the
disease biology, and the treatment objectives (for
example, prolonging survival in metastatic disease in one
indication and avoiding relapses or increasing the cure
rate in early stage disease, in another one) can be
different, is that it should be done only on a case-by-case
basis and when the mechanism of action is clear.



SEOM Position on Biosimilar Antibodies

SEOM’s position is that since the biosimilar and the
reference biologic are different drugs,

interchangeability should not be automatic at the
time of dispensation and it can only be acceptable in
certain cases, with clinical justification, if conducted by
the prescribing physician, who is also accountable for the
treatment before the patient. The situation would be
different if there were specific clinical studies proving the
safety of interchangeability at an individual level, as
regulated by the FDA. However, viability of these clinical
trials is difficult.



SEOM Position on Biosimilar Antibodies

SEOM agrees with the need to prescribe by brand name
and, furthermore, requires that before introducing a
biosimilar in a hospital, adequate circuits are established
for prescription, dispensation, administration and
registration using the brand name. Pharmacovigilance of
biosimilars is regulated as obligatory at a European level
to rule out differences with the original biologic in
relation to efficacy or toxicity among the real population.



