
SEC (Oncology) meeting dated 25.02.2026 

Recommendations of the SEC (Oncology) made in its 06th/26 meeting held on 25.02.2026 at 

CDSCO HQ New Delhi: 

S. 

No. 

File Name & Drug 

Name, Strength 
Firm Name Recommendations 

SND Division 

1.  

SND/MA/25/000264 

 

Ondansetron Extended 

Release Injectable 

Suspension 100mg/1 

mL 

M/s. Shilpa 

Medicare Limited 

The firm presented the proposal for 

marketing and manufacturing Ondansetron 

Extended Release Injectable Suspension 

100mg/1 mL along with Phase III clinical 

trial study report before the Committee. 

 

After detailed deliberation, the committee 

recommended for the grant of permission 

for manufacturing and marketing of 

Ondansetron Extended Release Injectable 

Suspension 100mg/1ml in already 

approved indication subject to condition 

that the firm should conduct Phase IV 

Clinical trial study.   

 

Accordingly, the firm should submit Phase 

IV study protocol to CDSCO within 03 

months from the date of approval of drug 

for further review by the committee. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 


