
SEC (COVID-19) meeting 28.06.2023 

Recommendations of the SEC meeting to examine (COVID-19) related proposal under accelerated 

approval process made in its 249thmeeting held on 28.06.2023 at CDSCO (HQ), New Delhi: 

Agenda 

No 

File Name & Drug 

Name, Strength 

Firm Name Recommendations 

Biological Division 

1.  

BIO/CT/23/000008 

RLS Protein subunit 

Vaccine against SARS 

CoV 2 Virus (10 mcg) 

M/s Reliance 

Lifescience Pvt. Ltd. 

In light of the recommendation of SEC 

(COVID19) meeting dated 18.04.2023, the 

firm presented its proposal for grant of 

permission to conduct Phase II clinical trial 

protocol of RLS SARS-CoV-2 Recombinant 

Protein Subunit Vaccine (10mcg) for 

administration of heterologous booster 

(third) dose to adult subjects (≥18 years to 

≤80 years) with CORBEVAX (as 

comparator) who are fully vaccinated with 

COVAXIN® or COVISHIELDTM after 6 

months.  

 

After detailed deliberation, the committee 

recommended for conduct of the Phase II 

clinical trial with the condition that the safety 

follow up should be continued upto 90 days 

Accordingly, firm is required to submit the 

revised protocol  to CDSCO. 

2.  

BIO/CT/20/000068 

Corona virus (Delta 

Variant starin SV-21-

59A) Vaccine (r DNA) 

M/s Bharat Biotech 

Ltd. Hyderabad 

The proposal was deferred for next meeting. 

Investigational New Drug Division 

3.  

F.  No. 

IND/MA/22/000004 

Glactomannan 

(ProLectin-M) 1400mg 

chewable Tablets 

M/s Murli Krishna 

Pvt. Ltd. 

In light of the recommendation of SEC 

(COVID-19) meeting dated 15.11.2022, this 

office has granted permission to conduct “A 

Phase 1b/2a Randomized, Blinded, placebo-

controlled Study in Participants with Mild to 

Moderate COVID-19 to Evaluate the Safety, 

Efficacy, and Pharmacokinetics of Orally 

Administered ProLectin-M.” as per Protocol 

no: CTSRS/2205, version:.01, 26.09.2022 to 

firm on dated 16.12.2023. 

The firm presented the Phase 1b/2a  protocol 

amendment before the committee. 

After detailed deliberation, the committee 

recommended for the approval of 

amendment in Phase 1b/2a clinical trial 

protocol vide Protocol No. CTSRS/2205 
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