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Intellectual property law employs various mechanisms, such as exhaustion, fair use,
and compulsory licensing, to balance exclusive rights with public welfare. Among
these, the Bolar exemption—permitting third-party use of patented drugs for
regulatory approval data generation prior to patent expiry without infringement—has
received limited scholarly and legislative attention despite its strategic importance.
This study investigates the normative function of the Bolar exemption within
intellectual property regimes and its impact on pharmaceutical innovation. Utilizing
a comparative-analytical and doctrinal legal research methodology, the paper
examines the exemption’s conceptual underpinnings, jurisprudential justifications,
and policy implications for pharmaceutical access. The recent adoption of this
provision in Iran’s 2024 Industrial Property Protection Law is highlighted. The
findings contribute to Iranian legal scholarship and offer a normative model for
calibrating IP protections with public health imperatives, a balance increasingly
critical in global pharmaceutical policy.
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