Translational Medicine

OPEN @ ACCESS Freely available online

Short Communication

Clinical Trails Performed on Covaxin During COVID-19 Pandemic
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DESCRIPTION
Covaxin (BBV152) is a COVID-19 vaccine based on a whole

inactivated virus developed by Bharat Biotech in collaboration
with the Indian Council of Medical Research-National Institute
of Virology.

Effectiveness and efficacy

A vaccine is considered effective if the estimate is 50% with a
lower limit of the 95% confidence interval greater than 30%. [1]
Effectiveness is expected to gradually decline over time.

The vaccine was found to be 64% (95% CI, 29-82%) effective
against asymptomatic cases, 78% (65-86%) effective against
symptomatic disease, 93% (57-100%) effective against severe
disease, and 65% (33-83%) effective against the Delta variant in a
phase 3 clinical trial with 25,798 participants [2].

Clinical trials

Phase I and 11 trials: The Indian Council of Medical Research's
(ICMR) National Institute of Virology approved and provided
virus strains for the development of a fully indigenous
COVID-19 vaccine in May 2020.The Drugs Controller General
of India (DCGI), Government of India, granted the company
permission to conduct Phase I and Phase II human trials of a
developmental COVID-19 vaccine codenamed BBV152 in June
2020.

The Indian Council for Medical Research chose 12 sites for
Phase 1 and II randomized, double-blind, placebo-controlled
clinical trials of vaccine candidates [3].

The Phase I trial results were published in The Lancet in January
2021.

The Phase II results were published in The Lancet on March 8,
2021. Due to the difference in dosing regimes between Phase I
and Phase II trials, the study found that Phase II trials had a
higher immune response and induced T-cell response. Doses in
Phase II were given every four weeks, as opposed to every two
weeks in Phase 1. The vaccine's neutralisation response was
found to be significantly higher in Phase II.

Phase III trials: Covaxin received approval to conduct Phase III
human trials in November 2020, following the completion of
Phase I and II. A randomised, double-blind, placebo-controlled
study among volunteers aged 18 and up, it began on November
25 and involved approximately 26,000 volunteers from 22 sites
across India. The refusal rate for Phase III trials was significantly
higher than for Phase I and Phase II trials. As a result, only
13,000 volunteers had been recruited by the 22nd of December,
with the figure rising to 23,000 by the 5th of January.

Multiple ethical violations have been reported at one of their
trial sites in Bhopal, potentially lowering the overall data quality.

Us immunobridging and booster phase 11/I11 Trial

Ocugen registered a Phase 2/3 trial for 400 people in the United
States in March 2022 to compare immune responses to those in
the Indian phase 3 trials, as well as safety and tolerability. The
trial will also evaluate the vaccine as a booster after other Covid
vaccines used in the United States. In April 2022, Ocugen
halted Covaxin's bridging trial citing WHO inspection results.

Phase IV trials: Bharat Biotech announced the start of phase IV
trials in June 2021 to assess the vaccine's real-world effectiveness.
A study of effectiveness and hesitancy in healthcare workers at
the Max Group of Hospitals in New Delhi is currently being
tested by Covaxin and Covishied [4].

Trials on minors: The Drugs Controller General of India
(DCGI) approved clinical trials for children aged 2 to 18 in May
2021. The trials are taking place at AIIMS Delhi and Patna. At

the AIIMS Patna, 54 children had registered. According to
clinical trial data, 525 people are enrolled in the study.

CONCLUSION

Bharat Biotech's Covaxin (codenamed BBV152) is a whole
inactivated virusbased COVID-19 vaccine. A phase 3 clinical
trial with 25,798 participants discovered that the vaccine is 64%
effective against asymptomatic cases (95% CI, 29-82%). Covaxin
was granted permission to conduct Phase III human trials in
November 2020. A randomised, double-blind, placebo-

controlled study was conducted on volunteers aged 18 and up.
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For this phase, approximately 26,000 volunteers were recruited
from 22 different locations in India.

REFERENCES

L.

Hotez PJ, Bottazzi ME. Whole Inactivated Virus and Protein-
Based COVID-19 Vaccines. Annu Rev Med. 2022; 73(1):55-65.

Khoury DS, Cromer D, Reynaldi A, Schlub TE, Wheatley AK,
Juno JA, et al. Neutralizing antibody levels are highly predictive
of immune protection from symptomatic SARS-CoV-2 infection.

Nature medicine. 2021; 27(7):1205-1211.

Trans Med, Vol.12 Iss.4 No:1000266

OPEN 8 ACCESS Freely available online

Desai D, Khan AR, Soneja M, Mittal A, Naik S, Kodan P, et al.
Effectiveness of an inactivated virus-based SARS-CoV-2
vaccine, BBV152, in India: a test-negative, case-control study.
The Lancet Infectious Diseases. 2022; 22(3):349-356.

Ella R, Vadrevu KM, Jogdand H, Prasad S, Reddy S, Sarangi V,
Ganneru B, et al. Safety and immunogenicity of an inactivated
SARS-CoV-2 vaccine, BBVI152: a double-blind, randomised,
phase 1 trial. The Lancet Infectious Diseases. 2021; 21(5):637-646.


https://www.annualreviews.org/doi/10.1146/annurev-med-042420-113212
https://www.annualreviews.org/doi/10.1146/annurev-med-042420-113212
https://www.nature.com/articles/s41591-021-01377-8
https://www.nature.com/articles/s41591-021-01377-8
https://www.sciencedirect.com/science/article/pii/S1473309921006745?via%3Dihub
https://www.sciencedirect.com/science/article/pii/S1473309921006745?via%3Dihub
https://www.thelancet.com/journals/laninf/article/PIIS1473-3099(20)30942-7/fulltext
https://www.thelancet.com/journals/laninf/article/PIIS1473-3099(20)30942-7/fulltext

	Contents
	Clinical Trails Performed on Covaxin During COVID-19 Pandemic
	DESCRIPTION
	Effectiveness and Efficacy
	Clinical trials
	Us Immunobridging and Booster Phase II/III Trial

	CONCLUSION
	REFERENCES


