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Ophthalmic biosimilars: Lessons
from India

Sir,

India has been on the forefront of biosimilar development
for ophthalmic therapeutics by developing and
commercially marketing Razumab® (Intas Pharmaceuticals,
Ahmedabad, India), the first commercially available
biosimilar to Ranibizumab (Leucentis®), an innovator molecule
(Genentech, South San Francisco, CA, USA). Many other
similar molecules are in the Reserach and Development (R&D)
phase globally.! Razumab was approved for the Indian market
in 2015 for clinical use and has grown its user base rapidly. This
is reflected by the fact that the number of units sold in 2018

alone were almost equal to the total sale of Razumab since its
launch. (Unpublished data from manufacturer).

Yet, a major hindrance in the success of Razumab is
the occurrence of adverse drug reaction (ADR) sterile
endophthalmitis, being reported for specific batches of
Razumab, putting a question on its safety.”’ ADR is an inherent
part of any drug administration and has been reported in
innovator molecules also.®! However, cluster occurrence in
specific batches of Razumab brings the interbatch variability
to the limelight, and puts a question on the quality control. To
counteract the nocebo about these complex molecules being
perceived as generic drugs with lower safety and efficacy,
stricter guidelines to validate the postapproval inter batch
comparability of biosimilars should be enforced.
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There are many potential ophthalmic biosimilar molecules
which would be entering the global market in the next
few years.! Manufacturers of these molecules can take the
following lessons from India.

1. There is a need of biosimilars especially in developing
countries where the presence of compounding pharmacies
is rare. It is an opportunity for ophthalmic biosimilar
manufacturers globally.

2. Strict pharmacovigilence and the careful choice of
immunogenicity testing assay prior to market approval can
reduce the nocebo effect around these molecules.™
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