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BHARAT BIOTECH – OUR JOURNEY

Established :  1996
Promoters :  Dr. Krishna & Ms. Suchitra Ella 
Business Line :  Vaccines and Bio-therapeutics 
First Project :  Hepatitis B Vaccine - US $ 3.5 Mn
Investment :  < US $ ~500Mn 
Personnel :  <1,500 resources including scientists
Accreditations :  WHO PQ. ANVISA, KFDA, PIC(S), other Countries



BHARAT BIOTECH - OVERVIEW

VISION

To offer affordable, safe and effective healthcare 
solutions to combat mankind's most dreaded illnesses, 
and to thus eradicate or at least control their 
occurrence in the years to come.

MISSION

We seek to address the health care needs of the 8 billion 
people in the emerging markets by driving innovation 
and being a frontrunner in research and development of 
new vaccines and bio-therapeutics.

Product portfolio 
of 19 vaccines and 
4 Biotherapeutics

Intellectual property 
of more than

215 global patents

6 billion doses
of vaccines delivered &

counting

Exports to 
over 125 countries

4 WHO
Pre-qualified  

vaccines

World’s first WHO
PQ Typhoid Conjugate

Vaccine

World’s first
PQ Rotavirus vaccine 

from a naturally 
attenuated strain

Development of 
several novel 

vaccines.

First in the world 
to file global patents

for Zika
& Chikungunya

Global collaborations –
BMGF, PATH, WHO,

GAVI, UMB, UWM, Oxford
University, NIH, CDC & ICMR, 

DBT, other reputed
institutions.



VACCINES FOR ALL

Travelers

S. No. Vaccine Brand

1 Hib BioHib®

2 OPV Monovalent Type-1 BIOPOLIO M1™

3 OPV Monovalent Type-3 BIOPOLIO M3™

4 OPV Bivalent BIOPOLIO B1/3®

5 DPT; TT, DT Comvac 3™

6 DPT+ Hep B Comvac 4-Hb®

7 DPT+ HiB Comvac 4®

8 DPT+ Hep B + Hib Comvac 5®

9 Influenza HNVAC®

10 JE Jenvac®

11 Hep B Revac B+®

12 Hep B Revac B mcf®

13 Rotavirus ROTAVAC®

14 Rotavirus ROTAVAC 5D®

15 Typhoid Typbar®

16 Typhoid Typbar TCV®

17 COVID-19 COVAXIN®

18 COVID-19 INCOVACC®

19 Rabies INDIRAB®

Children
Children & Adults
S. No. Vaccine Brand

1 Influenza HNVAC®

2 Rabies INDIRAB®

3 JE Jenvac®

4 Hep B Revac B+®

5 Typhoid Typbar®

6 Typhoid Typbar TCV®

7 COVID-19 COVAXIN®

8 COVID-19 INCOVACC®

S. No. Vaccine Brand

1 Influenza HN VAC®

2 JE Jenvac®

3 Typhoid Typbar®

4 Typhoid Typbar TCV®

5 COVID-19 COVAXIN®

6 COVID-19 INCOVACC®

The WHO-Prequalified vaccines are highlighted



6BILLION DOSES
(CUMULATIVE)

GLOBAL PRODUCT REACH



WORLD’S LARGEST MANUFACTURER
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CLINICAL TRIALS CONDUCTED
BY BHARAT BIOTECH ACROSS THE WORLD



THE IMPACT



IMPACT- FIGHTING POLIO

Received WHO- Prequalification in March
2015.

Played major role in national & global polio
eradication

Recommended for Routine Immunization
Activities (RIAs)

Bharat Biotech International Ltd. has
supplied:

~2.0 billion doses to Ministry of Health
and Family Welfare, India

~1.0 billion doses to more than 90
countries through the UNICEF and PAHO

R



BBIL HAS CONTRIBUTED IN FIGHT AGAINST POLIO

> 99% decline in reported cases  of polio (Est 350,000 cases in 1988 to 140 in 2020)

5 of 6 regions of world certified polio free. Only 2 polio-endemic countries remain —
Afghanistan & Pakistan (https://www.cdc.gov/polio/progress/index.htm)

IMPACT- FIGHTING POLIO

https://www.cdc.gov/polio/progress/index.htm


IMPACT- THE ROTAVIRUS VACCINE

ROTAVAC® was licensed in India in 2014, and received 
WHO-Prequalification in January 2018.

Cross protects all dominant circulating ROTAVIRUS
serotypes.

The multicenter Phase 3 efficacy and safety clinical trial on 
ROTAVAC® was India’s first and largest efficacy clinical trial on 
vaccines.

The vaccine efficacy of ROTAVAC® for severe non-vaccine 
rotavirus gastroenteritis was 56.4% [95% Cl 36.6, 70.1] in the 
first year of life and efficacy in the second year was 49% [95% 
Cl 17.5, 68.4].

Proven NON-INTERFERENCE with other childhood vaccines.



WHO prequalified in the year 2018.

World’s first and only liquid formulation with a low dose 
volume of 0.5 ml.

Prevents severe rotavirus diarrhoea 
requiring hospitalization.

Safe to administer concomitantly with other childhood 
vaccines.

Broad heterotypic protection against global rotavirus 
genotypes.

IMPACT- THE ROTAVIRUS VACCINE



Global burden and trends of rotavirus infection-associated deaths from 1990 to 2019: an observational trend study. 
Virology Journal. 19, Article number: 166 (2022) Oct 20;19(1):166.

ROTAVIRUS RELATED DEATHS

• Globally, rotavirus infection was the leading cause of diarrheal deaths, accounting for 19.11% in 2019.
• Rotavirus caused a higher death burden in African, Oceanian, and South Asian countries.
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PALESTINE SWITCHED FROM 
ROTARIX TO ROTAVAC®

� 4.7% wastage-rate using a 5 dose multi-dose vial.

� Overall supply-chain and service delivery costs showed to 
be $0.33/dose cheaper when using ROTAVAC.

Introducing Rotavirus Vaccine to LMICs: establishing sustainable immunization program in Palestine using Rotavac. 
Presentation at the 12th African Rotavirus Symposium,2019. (http://ars.samrc.ac.za/programme.htm)

http://ars.samrc.ac.za/programme.htm)


ROTAVAC 5D® UNIQUE FEATURES

� World’s first and only liquid formulation with low dose volume of 0.5 mL.

� Highly stable at 2 to 8°C.

� Provides easy to administer single-dose, pre-filled syringe (PFS) and 
single and multi-dose glass vials.

� Excellent efficacy in children – clinically proven through first and largest 
vaccine efficacy trial in India.

� Safe to administer concomitantly with other 5 childhood vaccines.

� Ensures easier vaccine logistics and cold chain management, with 
lower biomedical waste disposal post-vaccination.

ROTAVAC 5D® is a unique 0.5 mL liquid formulation which is stable at 2-8°C, 
with proven safety and efficacy.



ROTAVIRUS VACCINE 
DEVELOPMENT PROJECT
A 16-Member Worldwide Public Private Partnership Collaboration



IMPACT- TYPHOID CONJUGATE VACCINE

World’s first WHO prequalified Typhoid conjugate vaccine.
Received WHO- Prequalification in December 2017.

A single dose of Typbar TCV® (25µg/05mL) elicits a robust
immune response of 97.7%, with four-fold seroconversion
across all age groups beyond 6 months of age.

Persistence of immune responses even after 7 years.

Co-administration of Typbar TCV® with MCV/MMR vaccine 
showed non-interference, proven in Indian and Malawian 
children.

Typbar TCV® vaccine efficacy has been established across the 
globe, UK-87.1%, Nepal-81.6%, Bangladesh-85%, Malawi-
80.7%, India-85% (Sero efficacy), and Pakistan-95%.



WORLD’S LARGEST EFFECTIVENESS STUDIES
>700,000 VOLUNTEERS

EFFICACY AND EFFECTIVENESS TRIALS

NEPAL INDIA PAKISTAN BANGLADESH

GHANA UK BURKINA  
FASO

MALAWI

REPUBLIC OF 
CONGO
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PAKISTAN (KARACHI)

BANGLADESHNEPAL

BURKINA (FASO) MALAWI

IND IAN COUNC IL OF

INDIA (NAVI MUMBAI)

SAMOA
MOZAMBIQUE 

ZIMBABWE, LIBERIA

TYPBAR TCV® - EFFECTIVENESS STUDIES
ACROSS THE WORLD



IMPACT - PANDEMIC VACCINES



A human inactivated Influenza A (H1N1) 2009 vaccine, HNVAC ® developed 
using the pandemic influenza strain obtained from WHO-accredited Centers 
for Disease Control and Prevention, USA. 

HNVAC® is a cell culture derived, inactivated and chromatographically 
purified vaccine.



IMPACT- COVID-19

WHO approved for Emergency use authorization.

COVAXIN® demonstrated 77.8% vaccine efficacy against 
symptomatic COVID-19 disease, the efficacy against 
severe symptomatic COVID-19 disease is shown to be 
93.4%. The efficacy data demonstrates 63.6% protection 
against asymptomatic COVID-19.

It has proven to neutralize the variants - B.1.1.7 (Alpha), 
P.1- B.1.1.28 (Gamma) & P.2 - B.1.1.28 (Zeta), B.1.617
(Kappa), B.1.351 & B.1.617.2 (Beta & Delta).

Efficacy data demonstrates 65.2% protection against the 
SARS-CoV-2, B.1.617.2 Delta variant.



IMPACT- COVID-19

India's 1st Indigenous 
COVID-19 vaccine

Developed on 
time-tested

INACTIVATED 
vaccine platform

Vaccine with the 
highest number of 

publications in 
peer-reviewed journals

Only vaccine 
with published 

data in 
children

More than 
500 million 

vaccines 
delivered



JOURNEY OF

INDIA’S 1ST INDIGENO US COVID-19 VACCINE

APRIL
2020

Request to NIV-ICMR for
SARS-CoV-2 strain

MA
Y2020

JUN
2020

Pre-clinical and 
Toxicology studies begin

JUL
2020

AU
G2020

DCGI/CDSCO approves Phase
1/2 clinical trials of

COVAXIN®

SEP
2020

JUNE
2021

Expanding manufacturing capacity
to 1 billion doses in multiple facilities across
India

DCGI approves EUA of COVAXIN®

1st shipment of vaccine roll out dispatched across India for
front-line warriors and to the world

MA
Y2021

Largest efficacy trial with 25,800
volunteers begin

JULY
2021

COVAXIN® approved in 15 countries

SARS-COV-2 strain reaches Bharat
Biotech and inactivation,

bioprocess activity begin

Phase 1 trials with 375
volunteers

across the country begin

Phase 2 clinical trials of
COVAXIN®with

380 volunteers commence

JAN
2021

NO
V2020

AU
G2021

9 Publications accepted in International journals, all
available in public domain

Manufacturing units set up in Malur
and Ankleshwar facilities

Efficacy of 78%against symptomatic and
93.4% against severe symptomatic COVID-19
Complete data submitted to WHO for EUL approval 

Completion of India’s 1st pediatric trial for
a COVID-19 vaccine

WHO EULNO
V2021

Pediatric approval
for 12 to 18 age group

DEC
2021



VACCINE EFFECTIVENESS

Symptomatic  
Reinfection*

Asymptomatic  
Reinfection*

Overall among 
fully vaccinated*

(one dose) (two doses)
Against Death**

(one dose) (two doses)
Against hospitalization**

86% 87% 84%
91.5 % 96.5 %

87.1 % 88.2 %

References:
* Malhotra S et al., SARS-CoV-2 Reinfection Rate and Estimated Effectiveness of the Inactivated Whole Virion Vaccine BBV152 Against 
Reinfection Among Health Care Workers in New Delhi, India. JAMA Netw Open. 2022 Jan 4;5(1): e2142210. doi: 
10.1001/jamanetworkopen.2021.42210.
** Desai D et al., Effectiveness of an inactivated virus-based SARS-CoV-2 vaccine, BBV152, in India: a test-negative, case-control study. 
Lancet Infect Dis. 2021 Nov 23:S1473-3099(21)00674-5. doi: 10.1016/S1473-3099(21)00674-5.



PUBLICATIONS
NEUTRALIZATION OF VARIANTSPRECLINICAL TRIALS CLINICAL TRIALS

Phase 1

Phase 2

Phase 3

Paediatric Study 
2 - 18 years

Booster Dose
Preclinical Safety 
and 
Immunogenicity

Non-Human 
Primate Efficacy  
Study

Hamster 
Efficacy Study  
(BBV152)

Hamster Efficacy 
Study against Delta
and Omicron

D614G, Delta and Omicron
(N IV -770-2020 , B .1 .617 .2 &
B .1 .1 .529 respectively)

Alpha, Beta and Delta
(B .1.1.7, B .1 .351 & B .1 .617 .2
respectively)

T-cell Response

Beta and Delta
(B .1 .351 an d B .1 .617 .2 respectively)

Gamma (P2-B.1.1.28)

Alpha (B.1.1.7)

Kappa (B.1.617.1)

COMMITTED TO DATA 
TRANSPARENCY



APPROVED EUL FOR

Global Validation for Indian Innovation

Rolling Data 
Submissions

6th JULY 2021

WHO SAGE
Recommendations

5th OCTOBER 2021

WHO  
EUL

3rd NOVEMBER 2021



PADMA BHUSHAN 
2022

FOUNDERS OF

BHARAT BIOTECH
CONFERRED 
WITH THE

THIRD-HIGHEST 
CIVILIAN AWARD

PADMABHUSHAN
ON 28THMARCH 2022



PRODUCT KEY FEATURES

iNCOVACC was developed in partnership with 
Washington University, St. Louis.

A recombinant replication-deficient adenovirus vectored 
vaccine with a pre-fusion stabilized spike protein.

ChAd36-SARS-CoV-S COVID-19 (Chimpanzee Adenovirus 
Vectored) recombinant nasal vaccine by the Central 
Drugs Standard Control Organization(CDSCO), for primary 
immunization against COVID-19 in 18+ age group, for 
restricted use in emergency situation.



INTRAMUSCULAR Vs INTRANASAL VACCINATION

https://www.theguardian.com/world/2022/aug/20/covid-nasal-vaccines-scientists-hope-help-halt-transmission

Intranasal vaccination
Nasal vaccines primarily target mucosal
immune cells, which are the first line of defence
against respiratory infection. Scientists hope
that these vaccines could prevent people from
becoming infected with Covid in the first place.

Intramuscular vaccination  
Injected vaccines stimulate a response 
in the systemic immune system. They 
are effective at protecting against 
serious illness and death but do not 
stop people becoming infected.

http://www.theguardian.com/world/2022/aug/20/covid-nasal-vaccines-scientists-hope-help-halt-transmission
http://www.theguardian.com/world/2022/aug/20/covid-nasal-vaccines-scientists-hope-help-halt-transmission
http://www.theguardian.com/world/2022/aug/20/covid-nasal-vaccines-scientists-hope-help-halt-transmission


ADVANTAGES OF INTRANASAL OVER
INTRAMUSCULAR ADMINISTRATION

“The ideal vaccination strategy may use
an intramuscular vaccine to elicit a
long-lived systemic IgG response and a
broad repertoire of central memory B
and T cells, followed by an intranasal
booster that recruits memory B and T
cells to the nasal passages and further
guides their differentiation toward
mucosal protection, including IgA
secretion and tissue-resident memory
cells in the respiratory tract.”



INNOVATION PIPELINE- EMERGING DISEASES



THOUGHTS

• HOWWE DID IT!
Focussed on:
- Public Health – Emerging & neglected diseases (Today’s neglected diseases are

tomorrow’s global diseases).
- Affordability &Cost effectiveness ensuring vaccine equity.
- Global Partnerships & Collaboration
- Innovations for all- Innovation for bottom of the pyramid problems.

• TODAY’S CONTEXT: India’s position
‒ Pharmacy of the world.
‒ Capabilities to manufacture to FDA & global standards- small & large molecules
‒ Depth of vaccine innovation, manufacturing, distribution capabilities- Mfg for the world
‒ Diversity in offerings- full A to A spectrum (Allopathic to Ayurveda/ Ayush)
‒ Innovations that cater to both developed and developing countries’ requirements.
‒ “VASUDHAIVA KUTUMBAKAM – THE WORLD IS ONE FAMILY!”

• INSIGHTS – WHAT SHOULD WE BE DOING?
‒ Create platforms for information sharing & collaboration
‒ Focus on inclusive innovation across human, animal, food, plant and environment

health



OUR PARTNERS WORLDWIDE



THANK YOU


