Requlatory Facilitation

A ‘Stakeholders’ Consultation on Emerging Regulatory Pathways for Cell and gene
Therapy Products’ was organized by DBT-BIRAC on 20" February, 2025. This high-
level consultation was attended by several stakeholders from research institutes,
industries, incubators and regulatory bodies. Several important recommendations
emerged in the meeting such as (i) having a clear & comprehensive guidance
framework for cell and gene therapies, (ii) regulatory framework for non-animal
methodologies for pre-clinical studies, (iii) enhancing market access for newly licensed
products, (iv) establishing a clear evaluation framework for therapies for rare diseases.
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A strategic consultation on “Strengthening India’s Clinical Trial Regulation:
Lessons from Other Countries”, was organized by BIRAC on 5t February 2026. This
consultation brought together global regulatory leaders and experts to exchange best
practices on the governance of clinical trials, early-phase and first-in-human studies and
regulatory sandboxes for the regulation of innovative and emerging therapies.
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