
Round Table on “Reforms in Regulations and Approval of Genetically Modified and Gene Edited Crop Plants”
CONCEPT NOTE
India has established a comprehensive multi-tiered regulatory framework for transgenic crops under the Environment (Protection) Act, 1986 and Rules, 1989. The regulatory ecosystem involves multiple competent authorities, including Institutional Biosafety Committees (IBSCs), the Review Committee on Genetic Manipulation (RCGM) under the Department of Biotechnology (DBT), the Genetic Engineering Appraisal Committee (GEAC) under the Ministry of Environment, Forest and Climate Change (MoEFCC), the Food Safety and Standards Authority of India (FSSAI), Indian Council of Agricultural Research (ICAR), and other concerned ministries and state governments. Over the past three decades, India has developed robust scientific expertise, institutional capacity and a comprehensive regulatory framework for biosafety assessment, confined field trials, environmental risk assessment food and feed safety evaluation of biotechnology products as well as seed production and certification system.

The successful commercialization of Bt cotton, currently cultivated across a majority of India’s cotton-growing regions, has clearly demonstrated the transformative potential of agricultural biotechnology in improving productivity, reducing insecticide use and enhancing farmer income. At the same time, the regulatory framework governing transgenic crops is in dire need of critical review and reform in response to rapid scientific advancements, the emergence of precision breeding technologies such as CRISPR-Cas system, evolving global regulatory paradigms and the increasing national requirements for climate-resilient and sustainable and productive agriculture. Also, India has recently taken important steps towards establishing a differentiated regulatory framework for gene-edited products, particularly SDN-1 and SDN-2 categories that do not contain foreign DNA. However, greater clarity, harmonization and predictability are still needed across regulatory pathways to effectively accommodate emerging technologies to ensure a smooth and efficient transition from research and development to commercialization. In view of the large amount of scientific data having become available on the safety/risks of genetic modification and related technologies, the current scenario calls for optimization and rationalization of biosafety data requirements, refinement of trial protocols and adoption of updated knowledge-based, risk-proportionate regulatory approaches. Several countries, including the United States, Argentina, Brazil, Japan, Australia and others have already adopted enabling and differentiated regulatory frameworks for specific categories of gene-edited crops to accelerate innovation while maintaining appropriate biosafety safeguards. In this context, India must also harmonize and strengthen its regulatory requirements to ensure enabling and efficient environment for accelerating research in agricultural biotechnology and seed innovation.

Regulatory frameworks for genetically modified (GM) and genome-edited crops face   major challenges due to the lack of harmonization, since different countries apply different process-based and product-based regulatory approaches, leading to regulatory fragmentation and trade uncertainties for biotech developers. Most of the existing systems had originally been designed for transgenic GMOs, are not suited to emerging genome editing technologies like CRISPR, where small DNA changes may be indistinguishable from natural mutations, creating ambiguity in classification and oversight requirements. This often results in regulatory ambiguity, lengthy approval processes, and increased compliance costs for developers. Additionally, uncertainty in labelling rules, public perception concerns, and precautionary policy approaches contribute to delay in official clearance resulting in inconsistent regulatory update. Together, these bottlenecks increase compliance costs, discourage small biotech research organization, start-ups both private and public-sector biotechnologists, and slow down the development of new crop varieties and traits. For example, the cotton sector, which supports millions of Indian farmers and contributes substantially to the textile economy, is currently facing serious challenges arising from insect resistance, new insects, rising production costs and stagnating productivity. On the contrary available advanced technologies have the potential to support development of next-generation crop varieties with improved resistance, productivity, sustainability and climate resilience.

The current regulatory and policy environment offers good opportunity to bring in evidence-based reforms aimed at improving operational efficiency, reducing regulatory redundancies, strengthening inter-agency coordination and ensuring transparent, predictable and time-bound approval mechanisms. Such reforms are also essential to accelerate innovation, strengthen public confidence, promote responsible deployment of biotechnology and align India’s regulatory framework with the globally accepted scientific standards, emerging technologies and global trade obligations. 

About the Roundtable Discussion
In this context, there is a compelling need for a structured multi-stakeholder dialogue bringing together policymakers, regulators, scientists, public research institutions, industry representatives, farmer organizations and international experts to deliberate on regulatory reforms, scientific requirements, commercialization pathways and operational efficiencies. Therefore, an outcome-oriented Round Table discussion is proposed to be organized by TAAS jointly with ICAR, FSII and NAAS for suggesting a Road Map for strengthening and modernizing the regulatory framework on GM and Gene-edited crops based on the current status of science and global best practices with the objective of enhancing regulatory control efficiency, transparency, predictability and robustness for environmental and biosafety clearances.

Objectives 
· To identify gaps and inconsistencies in data requirements across GM/GE approval processes. 
· To explore options for harmonization of national regulatory framework with science-based global practices. 
· To examine economic implications of delayed or restricted approval of GM/GE technologies on framers’ income
· To develop a Roadmap for efficient approvals of GMOs/LMOs intended for the national needs, ensuring regulatory efficiency and biosafety standards.
Expected Outcomes
· Gaps, and inconsistencies in data requirements for existing approval processes identified to be redressed 
· Opportunities for harmonizing national regulatory frameworks with global best practices explored and outlined.
· economic implications of delayed or restricted approval of GM/GE technologies assessed.
· A Road Map for import approvals of GMOs/LMOs developed ensuring regulatory efficiency and biosafety standards

Organizers
· Trust for Advancement of Agricultural Sciences (TAAS)
· Indian Council of Agricultural Research (ICAR)
· Federation of Seed Industry of India (FSII)
· National Academy of Agricultural Sciences (NAAS)
Participants (80-90)
Representatives from regulatory bodies (e.g., RCGM, GEAC, ICAR, DBT, MoA, MoEF&CC); Central Govt. Ministries, Researchers from ICAR Institutes, and State Agricultural Universities (SAUs); biotechnologies and biosafety experts; industry stakeholders (seed companies, biotech firms); policy makers, legal experts; international institutes, etc. 

Venue
ICAR Conference Hall, Second Floor, NAAS Block, NASC Complex, New Delhi
Date - Time
24 July 2026 – 09:30AM to 05:00PM
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