Global first initiative and release of compendium of standard In-Vitro Diagnostics (IVDs)
Evaluation protocol and minimum standard for high risk infectious disease 1VDs and launch
of IVD kit validation portal

Standardized In-Vitro Diagnostic (IVD) Evaluation Protocols, jointly developed by the Indian Council of Medical
Research (ICMR) and the Central Drugs Standard Control Organization (CDSCO) has been released by Smt.
Anupriya Patel, Honourable Minister of State, Ministry of Health & Family Welfare and Chemicals & Fertilizers,
Dr. Rajiv Bahl, DG-ICMR, Dr. Rajeev Singh Raghuvanshi, DCGI, Dr. Nivedita Gupta, Head, Division of
Communicable disease, ICMR, Smt. Anu Nagar, JS DHR, Smt. Manisha
Saxena, Sr. DDG-ICMR, and officials from IVD Division, CDSCO and ICMR on 11" September, 2025. This marks
a significant milestone of the MoU between ICMR and CDSCO aimed at strengthening the IVD testing capacity. This
edition includes 39 evaluation protocols of IVDs including 10 field evaluation protocols. Online portal for kit
validation would ease the kit performance evaluation process and tracking for the stakeholders.
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