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Boost For India’s

Gceneric Pharma
Majors

Biocon, Dr Reddy’s and Mankind Pharma
stress on development and manufacturing of
biological drugs, look to cash in on a growing

market. By Joe C. Mathew

WHEN BENGALURU-BASED Biocon Lid.
decided to focus on biosimilars —
drugs and therapeutics that are
similar to innovative hiotech products
already approved by the regulator —
in the early 20008, very few Indian
firmms were willing to take the plunge,
An evolving regulatory landscape and
substantial financial cutlay for R&D
and manufacturing infrastructure
posed significant risks.

Biocon's binsimilar foray began with
o partnership with US.-based Mylan
{now Viatris) for biosimilar monocio-
il ntibodies {mAbs) in 2009, which
suhsequently expanded to insulin ana-
logs in 2015, The partnership lever-
aged the strengths of both — B&Dy and
manufscturing capabilities of Biocon,
aml regulatory and commercialisation

of Mylan in global markets

Almost & decade later, Biocon
acquired the gobal binsimilar business
of Viatris in November 2022, creat-
ing within Biocon Biologics a fully
integrated Tab to market” biosimilar
enterprise with one of the strongest
parttolios and pipelines in the industry.
Though not many Indian players have
gone that far, domestic pharma come-
paries have still come: a long way from
being a marginal plaver in biosinilars
to looking at the segment as an mtegral
part of their future growth plins

From Dv Reddy’s to Zydus Life-
seienees, and Lupin to Mankind,
domestic drmg firms are making major
investments in the space, thanks to the
savings potential that bicsimilars offer,
compared to biotech produets.
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Omne major trigger has been the
change in mindsel of global drug
regulators to simplify the approval
process and reduce both cost and time
for biosimilar development. In the
LK., the Medicines and Healtbeun:
products Regulatory Agency (MHRA)
removed the need for Phase 3 elinical
trials for certain biosimilars. The US.
FDA has eliminated the reguirement
for Phase 3 trials to approve inter-
changeable insulins. Regulators are
also increasingly receptive to reduce
trial sies and foens on non-clinical
data to establish biosimilarity. Henee,
the global biosimilar market today is
worth 444 hillion, with India having a
5= market share, Avcording to the
Indian Pharmacentical Alliance (IPA),
the global market is projected o grow
at & 20% CAGR to $122 billion by
20131, an opportunity no pharmaecen-
tieal eompany wants to miss.

“Inclia is rapidly establishing itself
as a leading hub for biologics and
hiosimilars. The country’s biopharma
sector atms to replicate its global suc-
cess in generic drogs and vaccines by
focusing on biosimilars, emphasising
affordable access through techno-
logical mnovation and economies of
seale, Over the past decade, India has
seen the largest number of approved
biosimilars, and several of these are
now serving the needs of patients
zlobally” savs Kiran Marnmdar-
Shaw, executive chairperson, Biocon
and Biocon Biologics.

Whe's Doing What

for global laumches

BloconBiologics has commercialised sight boslmilars in the LS.,
Canada, Ewrope, Australio, and Japan, It has a partfolio of 20 biosimifar
nssety across dinbstology, oncology, Immunslogy, ophthalmology, and
otharnon-communicabla disnases.

+ Dr Reddy's has s fully intagrated biosimilars business with six
commercial products marketed in Indis, and some products marketsd in
moro than 25 other countrins. The company has a pipaiine of productsin
oncalogy snd suto-kmmune diseases, in varlous stages of development

& ZyohisLife hasa portfolic of 13 biosimilars. The company ayes a portiolic
of 26 products in the next three-four years.

Mankind Pharma recently acqulred Bharat Senums and Vaceinss (BSV)
for $1,64 billion, BEV has an established specialty R&D tech platform

with eomplax portfolics acress woman's health, fertility, eritical sare and

immunogloebulin segmenis,

The Indian drug repulator has
also been prosctive in ensuring that
domestie companies get a conducive
regulatory environment to develop
and launch biosimilars. As a result,
over the past decade, India has seen
the largest number of approved bio-
similars serving the needs of patients
globally. “The introduction of the
government's guidelines for biosimi-
lars in 2012, revised later in 2016, has
paved the way for increased invest-
ment in this sector, The guidelines
established a regulatory framework
fior the development, evaluation,
and approval of hiosimilars, ensur-
ing quality, salety, and efficacy of
these produrts. Companies now look
at strategic initiatives for vertical
integration and scale for developing
cost competitiveness,” savs Sudarshan
Jain, secretary general, TPA

Ageording to Jain, a key drver for
the market has been the loss of ex-
chusivity for several patented hiotech

dreugs in the U5, the world's largest
pharmacentical market, “More than
55 blockbuster biotech drugs with
projected %310 billion in sales are
losing market exclusivity by 2052, At
the same time, there is aceelerated
binsimilar adoption in major markets
with over 0% lor some molecules
in the LS. Although it varies by
molecule, adoption is most notable
for oneology therapies, Regulations
now are more and more in favour of
biosimilars,” says Jain.

Becent announcements from
leading domestic firms ave testimony
to the growing interest in biologics.
In June, Aurigene Pharmaceutical
Serviees CAurigene), a global contract
rescarch, development, and manu-
facturing organisation set up by Dr.
Reddy's inaugurated its 70,000 sq.4t.
biclogies facility in Gerome Valley, a
biv-cluster, in Hyderabad. The facil-
ity is designed to zerve customers
with process & analytical develop-
ment and small-scale manefacturing
of antibodies and other recombinant
proteins for preclinical and early
phase clinical requirements, Dr
Reddy's already markets six com-
mereial bissimiler products in India,
with some products marketed glob-
ally in more than 25 conntries, One

of the products, Pegfilzrastim, has
been commercialised in the U8, and
in Europe throwgh a marketing part-
ner. The company also has a pipeline
of products in onealogy and auto-
immune diseases in various stages

of development for global launches,
ineluding a biosimilar Abatacept
candidate and a biosimilar Bituy-
imah candidate.

In July, Delhi-based Mankind
Phiermea announced the acguisition of
Bliarat Serums and Vaccines for $1.64
billion to enhance its biopharmacen-
tical offerings. In August, Mumbai-
based Lupin said it has recetved ap-
proval from Health Canada to market
itg hiosimilar Pegfilgrastimin in the
country. “Biosimilars play an impor-
tant role in providing aceess to cancer
treatment and supportive care. We are
happy to receive our second biosimilar
approval in Canada and Inok forwand
to mmntaining this momentum with
additional launches in regulated mar-
kets,” says Cvrus Karkarda, president,
hintech division, Lupin.

Zydus Life eonsiders biosimilars as
the only way to make biotechnology
products affordable for patients in
India and emerging markets. “Even
in India, there are so many hiotech-
nology products that are life saving,
patented, but have access to only 5%
of the requirved population. It is very
disheartening to see that life-saving
medicines are gither not aceessible,
oF are ot a price point where a very
small percentage of the deserving

«

population ecan get it. That's why we
devided to stick to lndia and other
developing eountries to creale access
for biosimilar produets,” says Sharvil
P. Patel, MDY, Zydus Lifesciences. The
company offers its breast eancer drug
Ujvira — an antibody drug conjugate
bisimilar of Trastuzumab Emtan-
sine highly effective for treating early
and advanced HER:2 positive breast
cancer — at an 0% lower price than
the currently available options, the

«

Over the past
ihecadle, Tuidia ls
scen the largest
nmmber of approved

hiosimilars.

Kiran Mazumdar-Shaw,
exacutive chairpersan,
Biocon and Blocon Beologics

Biosimilars play an
important role in providing

e

s Lo cancer treatment

and supportive care.”

Cyrus Karkaria, president, biotech
divisian, Lupin
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company claims. On the global front,
Biocon Biologies, the pioneer in the
sector, says its biosimilar Pegfil-
grastim, Trastuzumab and Insulin
Glargine clocked around 20% market
share in March 2024 in the LS,

I Enrope, Bioeon's biostmmlars for
Adalimurmab and Trastuzumab have
double-digit market shares in several
countries, the company says. With
eight biosimilars commercialised in
global markets, Biocon touches the
lives of nearly 5.5 million patients
glohally every year.

“Indlia has over 100 approved
biosimilars which shows the indus-
try's commitment to advance public
health,” savs TPAS Jain. “The recent
approval of CAR T-Cell therapy
and vartous platforms of vaccines
is indieative of the gector’s focus on
maoving up the value chain. The story
of Indian entreprenenrship is driven
by a commitment to providing quality
and affordable medicines to patients
arcund the workl, Indian regulators
are working to align with global best
practices. We will see high thmst in
the coming vears”

Though not & leading player
internationally, many Indian hio-
similars are being supplicd to highly
regulated and advanced markets in
North America, Europe, and Japan
The government's decision to deepen
the penetration of health insurance,
accelerated by the introduction of
schemes such as Avushman Bharat
are resulting in the penetration of
hinsimilars into the Indizn heafth-
care system like never before. Given
the fact thit these drugs addmess
life-threatening eonditions suchs as
candcer, dizbetes, and other immune-
mediated diseases, Indian companies
are finding market conditions ripe
for both domestic business as well as
international foray.

Biosimilars have the potential to
fuel the Indisn pharma industry and
meet the unmet nesds of patients
globally, and there is 4 burgeoning
market ahead @




