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Introduction

e Process of development of a pharmaceutical is time taking,
costly and uncertain. e long-time duration of the process may result
in expiry of the patent term before the marketing of the product. To
overcome this di culty the United States and European Union (EU)
have advised the concept of exclusivities which help in recovering the
investment that was made in the process. e product can be marketed
during the period of exclusivity without any competition from its
generic form.

Regulatory Exclusivities are also called non-patent exclusivities as
they help in extension of market protection of product beyond the
patent term [1-3].

Exclusivities in the US

e pharmaceutical companies have to apply for exclusivities but
the New Chemical Entity Exclusivity and the Clinical Investigation
Exclusivity are granted by the Drug Competition and Patent Term
Restoration Act or the Hatch Waxman Act and do not require any type
of application. ey come into e ect directly when a new chemical
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di erent concentration of excipients from that in the earlier
formula.

During this period of exclusivity, the FDA is not entitled to approve
a competitor's ANDA or other application based on the same change
that the clinical trials support for the original NDA. However, the FDA
can accept such an ANDA for review but holds its approval till the
expiry of the ClI Exclusivity. e CI Exclusivity does not prevent the
FDA from accepting or approving either an ANDA that is related to the
original indication of the product, or an NDA that is related to the new
changes in the product but supported by its own clinical trials.

Orphan drug exclusivity (OED)

Orphan drugs are those that are used in the treatment of diseases
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EU Data exclusivity “8+2+1”

A pharmaceutical company is given up to 11 years of marketing
exclusivity by following an 8+2+1 pattern wherein 8 years comprise
data exclusivity period, 2 years comprise marketing exclusivity period
and one year is an extension period.

Generic applications cannot be submitted for obtaining
marketing authorization during the period of data exclusivity. e
innovators data cannot be used even for reference during this period
and is considered as trade secret. If a company intends to submit an
application on the same product during the period of data exclusivity
of the innovator, then it should conduct its own clinical trials, safety
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