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OFFICE MEMORANDUM 

Sub: Rapid Response Regulatory Framework for COVID-19 Vaccine development -reg. 

In pursuance of the recommendation of Empowered Committee of RCGM and CDSCO 
constituted by this Department OM of even No. dated 20.03.2020 to deal with applications for 
development of vaccines, diagnostics, prophylactics and therapeutics under Rapid Response 
Regulatory Framework for COVID-19, the Rapid regulatory framework for fast track 
processing of applications relating to recombinant vaccines for COVID 19 has been developed, 
which is attached herewith for information and necessary action by all the stakeholders. 

Scien tist-F & 

Member Secretary, RCGM 

To: 

1. All IBSCs 

2. NIC to upload.on DBT website, IBKP Portal and CDSCO Portal. 



BT /03/27/2020-PID Date: 23.05.2020 

Rapid Response Regulatory Framework to deal with applications for 
COVID 19 Vaccine Development 

To facilitate the COVID-19 vaccines development, the following guidance note is issued for the 
COVID-19 Vaccines Rapid Regulatory pathways. This guidance document is recommendatory 
and dynamic in nature without prejudice to statutory provisions. Individual application will be 
examined based on the type of vaccines candidate and their data requirement. 

Individual applications will be examined and considered depending on their completeness for 
approval under the Rapid Response Regulatory Framework. The applicants and regulators shall 
engage on regular basis to ensure the requisite progress in the development. 

Following guidance note is hereby issued: 

1. The checklist for application to conduct pre-clinical toxicity (PCT) studies for 
recombinant vaccine development for COVID-19 as per appendix -I. 

2. Consideration of preclinical data generated outside India: Considering the research 
collaboration of Indian enterprises with foreign research organizations the preclinical 
studies already done outside India may be considered in regulatory submission and 
individual application will be examined based on quality of data generated and conduct 
oflimited preclinical study may be asked for after examination, if required. 

3. The applicant may submit parallel application for conducting appropriate phase of 
clinical trial to CDSCO for consideration at the time of conduct of PCT studies based on 
proof of concept. However, the application for clinical trial will be approved subject to 
NOC from RCGM after examination of data of pre-clinical studies. 

4. Consideration of data on clinical studies: Data generated outside India will be 
considered and examined and an abbreviated pathway may be considered for COVID 19 
vaccine based on scientific rational and level of completeness of data in human trials in 
addition to satisfactory preclinical data. Phase I/II or phase III multicentric study on 
statistically significant sample size may be considered based on, initial safety studies, 
proof of concept and dose finding data. 


