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 SUBJECT: Reqwrements of local trial for a generics or simitar biologics (Bio- .

- —— -~ ‘similaf§) i other country like USA for its approval in the country-

regardmg

- The_ Mlmstry of Health & Famtly Welfare had conshtu‘fed an Expert Committee
under the Chalrmanshlp of Prof Ranjit R Roy Chaudhury to formulate pot‘cy and guldellnes
~~for: approve_\_l of new drugs, clinical trials and banningof drugs The Expert ‘Committee
submitted its report to the Ministry of Health & Family Welfare. The agtions proposed to be

taken on' the recommeéndations_of the Expert Comm|ttee were finalized by the Mmlstry of
Health & Family Welfare. :

In pursuance to, above in regard to consideration of requirements of local trial for
a generics or similar biologics (Bio-similars) in other country like USA for its approval.in the:
country, it has been decided that the drugs considered generics and similar biologics
(b|0s1mllars) in other countries like USA that have been marketed in such countries for
more than four years and have a satlsféetory report would be approved for marketing in

Indla after abbreviated trials. - - SR

In view of above, all the NDAC experts are requested to evaluate appllcattons of

“such new drugs which are considered generics and similar’ blOlOgtCS (btosumllars) in other

countries I|ke USA are evaluated keeping in. view the above requnrements
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US (D), Ministry of Health and Family Welfare - e



