$20) in India.

The company is now conduct-
ing phase II1 clinical trials on the
vaccine, testing it for safety and
efficacy on 10,000 infants across
India, one of the largest such ef-
forts in the country,

International  drug  makers
GlaxoSmithKline Ple (GSK) and
Merck and Co. Inc., the only two
companies in the world that pro-
duce and market the vaccine,
immediately announced deep
price cuts, GSK said it would
supply its Rotarix vaccine to the
Global Alliance for Vaccines and
Immunisation (Gavi) at $2.5 a
dose. Merck said it would sell its
RotaTeq vaccine at $5 a dose.

“It was a strategic move,” said
Krishna M. Ella, 55, chairman
and managing director of Bharat
Biotech, in an interview.

The vaccine maker is spending
250 crore on phase Il clinical
rials of Rotovac, of which,
around 200 crore came from
the children's vaccine pro-
gramme of the Bill and Melinda
Gates Foundation.

The suggestion to drop the
price of Rotovac to $1 a dose
came from "our funding pan-
ner”, Ella said.

The Bill and Melinda Gates
Foundation is also a part of Gavi,

in revenue the same year,

If all goes according to plan,
Rotavac is expected to hit the In-
dian market in the next three
years and will be ready for sup-
ply to Unicef by 2015, said Ella.

Another Indian vaccine mak-
er, Pune-based Serum Institute
of India Ltd, is also in the pro-
cess of developing a rotavirus
vaccine,

The global vaccine market is
estimated to reach $40 billion by
2015, What Indian vaccine mak-
ers such as Bharat Biotech are
eyeing is the mass immunization
programmes into which billions
of dollars are being poured by
governments,

For instance, on 13 June, do-
nors committed $4.3 billion at
the first pledging conference
held by Gavi in London. Gavi has
already received $7.6 billion of
pledges for the 2011-2015 period
to immunize more than 250 mil-
lion of the world's poorest chil-
dren.

Although Indian vaccine sup-
pliers contribute 30% of the mar-
ket by wvolume, their market
share is less than 10% in value,
given the fact that they operate at
very low margins,

"What Indian companies have
done is by making vaccines af-
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Affordability factor: Bharat Biotech CMI) Krishna M, Ella,

management by  developed
countries, the Indian vaccine in-
dustry will witness consistent
growth in the next one decade.”

The beginnings

Started in 1996, Bharat Bio-
tech's initial focus, like that of
many Hyderabad-based pharma
and biotech companies, was to
make the cheapest copycat vac-
cine, using an alternative manu-
facturing process, before the
country’s patent regime
changed,

It followed a high-volume,
low-margin business model, fo-
cusing on exports to emerging
markets, their governments and
multilateral agencies such as
Unicef, WHO, Gavi and others
involved in mass immunization
programmes. The company was
also into contract manufacturing
to make additional revenue.

Bharat Biotech came into the
limelight when it launched Re-
vac-B, a recombinant hepatitis-B
vaccine, in October 1998. Priced
at $1 a dose, 25 cents less than
the product sold by rival Shan-
tha Biotechnics Lid, it started a

the virus will be injected into an-
other organism to produce anti-
gens,

Ella denies under-pricing.

“The reason we were able to
drive down the prices of hepati-
tis-B vaccine further was be-
cause of our process innovation.
Our purification process was
simpler, faster and efficient. We
introduced for the first time in
the world cesium chloride-free
vaccine,” he said.

Bharat Biotech is also a WHO
pre-qualified manufacturer of
hepatitis-B vaccines for supply to
Unicef and global procurement
agencies. The company makes
vaccines to fight rabies, polio,
hepatitis-B, typhoid, diphtheria
and tetanus, among others.

Bharat Biotech has, however,
failed to make a sufficient impact
on the domestic retaill market,
according to a Mumbai-based
analyst who didn’t want 1o be
named, citing company policy.

“Though Bharat Biotech did
well to secure bulk contracts to
supply vaccines to governments
and multilateral agencies, it
failed to make headway in the

crore investment proposal and
said he intended to sell the vac-
cine at $§1 a dose. Investor per-
ception at the time was that such
a project couldn't be set up for
less than $100 million, Ella said.

“Merck had partnered with a
Chinese company and they had
put $100 million as investment
using Merck technology... So that
was the benchmark,” he said.

Investors' reaction was that
he, being a scientist, didn't
“know what he is talking about”,
he recollects,

It took another nine years for
Bharat Biotech to attract private
equity investment—from ICICI
Venture and the International
Finance Corporation (IFC), an
arm of the World Bank. ICICI
Venture bought a stake of
around 11% for an undisclosed
amount; IFC holds a small stake
in return for $6 million of invest-
ment.

Bharat Biotech, which has 650
emplovees including 14 PhDs
working on various projects,
plans to spend around $70 mil-
lion in the next two years on re-
search and development (R&D).

The company, which has 47
global product patents, ploughs
back 30% of its revenues into
R&D, Stand-alone revenue was

on developing vaccines against
vector-borne diseases and ne-
glected diseases prevalent more
in emerging countries. Such dis-
eases include dengue, malaria,
cholera, chikungunya and filaria.

“Our strategy is to develop
vaccines for neglected diseases;
people who suffer from these
diseases are the poor who live in
the emerging world. So it's not
such a big concern for Big Phar-
ma that largely focuses on dis-
eases more prevalent in the de-
veloped world,” Ella said.

It takes a minimum of seven-
eight years to develop a vaccine.
Bharat Biotech mitigates the risk
associated with R&D through re-
search grants and supply com-
mitments from funding agencies
and governments, and also
through partnerships with hospi-
tals and universities.

“Funds are not going to be a
problem. We already have $50
million funding support from
various governments and fund-
ing agencies; the remaining
funds will be raised through in-
ternal accruals and bank loans,”
Ella said.

Bharat Biotech says the payoff
from investments will come only
after two years, when it is plan-
ning an initial public offering of



