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Abstract

* The study covers the field of biosimilars with the research done on secondary data sources

and covers the overview of the global market of biosimilars drugs which tells us about how
the development and growth this field is happening

* The general molecules and the Indian company's biosimilar market is having, and their uses
s a major part of the research.

* [he market seqmentation of biosimilars shows us that how much scope we have in this arez

* The general trends of the Biosimilar market with future impact and trends for prediction of
the growth of the biosimilars in India



INTRODUCTION

* Biosimilars (also known as subsequent bio-logicals or subsequent bio-logics) are biological medical product that are approximately
identical copies of the biological product made by anather company or the same company in the generic version of drug.

* Biosimilars are officially approved versions of the original ‘lnnovator’ product and can be mass produced when the exclusive rights

for the patent of the original product expires.

 the biosimilar segment is becoming larger in market size & capitalization and there are recently over 250 approved biosimilars
worldwide.

* Biosimilars are the only way forward to reduce cost of treatment and to decrease the overall expenditure cost for a patient and

reduce the J0PE.

e he biosimilars segment is expected to qenerate major traction and qrow in qlobal markets over the next decade, growing from

US$12 billion in 2020 to at least US$36 billion by 2025 at a CAGR of 247,



INTRODUCTION CONTD..

« The Indian biosimilar market was warth around $300 million in 205 and is projected to grow to §40 billion by 2030

e Another research shows that the Indian Biopharmaceuticals industry to generate a revenue of INR 2200 Cr in cycle of

201823

* The major biopharmaceutical manufacturers of India are in Sidcul, Sikkim, Hyderabad, Vishakhapatnam, Chennai, Mumbai,

Pondicherry, Mysore, Ahmedabad, and Delni NCR

* Some common Biosimilars prevailing in Indian market are: blaritus, Relibeta, Grafeel, Epofer, Krabeya, Herceptin, Abcixirel,

Shankinase,



OBJECTIVE OF THE STUDY

o access the present current market and trends and

innovative drugs in biosimilars

*|o analyze the different trends in the biosimilar drug market



OVERVIEW OF THE GLOBAL BIOSIMILAR MARKET

* The global biosimilar market reached § 13 bn in 2021

* This market is currently driven by several factors, such as the expiration of successful biopharmaceutical patents, lower prices, a
higher prevalence of chronic diseases, and cost-saving initiatives by qovernments and third-party taxpayers.

* the market is flashed to reach § 608 bn by 202] with a CAGR of 26.1% in 2022-2021

* According to a report of Fortune Business Insights, the size of the US biosimilars market has been estimated t § 6.73 billion in

201
* The size of the market is forecasted to increase from § 948 bn in 2022 to § 100.75 bn in 2029, qrowing at a CAGR of 40.2% over

the forecasting period.

* Due to the surge of COVID-17 the biosimilar market showed a qrowth of 1067 in 2020 from 2017




OVERVIEW OF THE GLOBAL BIOSIMILAR MARKET CONID..

« The biological market in India will grow at a compound annual qrowth rate of 227% to reach § 12 bn by 2025.

e The market is currently dominated by simple biologics, such as diabetes treatments, oncology, ai diseases and CV diseases
* Insulin-like and EP0-lke biological products have between 80 and 8% market share in India.

* However, complicated molecular biological products such as mAbs in Asia-Pacific are estimated at § 5.94 billion in 2020

and are projected to reach § 10.9 billion by 2025 with a CAGR of 452%



MANUFACTURERY OF BIOSIMILARY IN INDIA

e Intas: filgrastim - Neukine, Pegfilgrastim - Pegasta, Rituximab - Mabtas, Ranibizumab - Razumab, Bevacizumab -
Bevastas.

* Biocon: Insulin Glargine - BASALOG, Insulin Disposable Glargine pen - BASALOG ONE, Rh-Insulin - INSUGEN-30//0.

e Relaince Lifesciences: Abciximab - AbcixiRel, Adalimumab - AdaliRel Bevacizumab - Bevacikel, r-hCG - ChorioRel

Darbepoetin - DarbeRel, FSH - fostiRel

e [ydus Cadila: Adalimumab- Exemptia, Irastuzumab emtansine- Ujvire

o Lupin: filgrastim - Lupifil, Peq-filgrastim - Lupifil-P. tanercept
e Dr Reddy's Laboratories: Darbepoetin Alfa - Cresp, filgrastim - Grafeel, Peqfilgrastim - Peq-Grafeel, Rituximab - Reditux



MARKET SEGMENTATION OF BIOSIMILARS

The biosimilars market for human growth hormone, £PU, mABs, insulin, interferon, and

colony stimulating factors is broad. The market for the use of biosimilars is seqmented

info blood diseases, cancer, chronic and autoimmune diseases, and growth hormone

deiciency. The use of biosimilars for the treatment of blood diseases is the seqment
with the highest sales due to expensive biological reference substances. and frequent

USE.
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Usks OF DIFFERENT BIOSIMILARY IN INDIA AND THEIR MARKET

Adalimumab:

* Adalimumab is used to relieve pain and swelling caused by certain types of arthritis. The drug is used to treat certain skin
conditions (psoriasis vulgaris, hidradenitis suppurativa, etc.), as well as other conditions. The drug works by blocking proteins that
are found in the body's immune system and can cause swelling and damage to the joints in arthritis and psoriasis. Adalimumab is

a type of medicine known as a INF blocker. This medicine helps to reduce joint swelling and may help to maintain joint function.

o |tis also used to treat certain enteropathy (colitis) and eye diseases like uveitis

* The market size of adalimumab is projected to be US § 5.1'bn by 2027 In addition, it is flashed to grow at a CAGR of 5.1% over
the forecast period of 2022-1/



Adalimumab Market: Market Share (%) by region, 2021

As seen in the above pictorial description the Asia-Pacific market holds at

least one-third of the market of Adalimumab, India being one of the major

countries of this region have a huge potential of growth. The global arthritis
market is being growing at a CAG Rate of 8.8% which will increase the use of

y

® North America ® Europe ® Asia-Pacific ® South America ® Rest Of World

Adalimumab for the treatment.



Flgrastim:

* Filgrastim is a recombinant version of the naturally occurring 6-CSF that stimulates the production of neutrophils. It s
also commonly used when Lucafalesis is associated with an increase in white blood cells. Filgrastim has many side

effects, including joint discomfort, chest pain, hair loss, and vomiting

* The global Filgrastim market is valued at US § 5625 mn in 2020 and is estimated to reach US § 745.9 million by 2030
to treat low blood levels of neutrophils 2021 -Grow from 2030 with a CAGR of 2307,



e

As seen from above pictorial representation the 2020
market share of filgrastim is almost the same as the
biosimilar one but due to inflation rate and ditferent
economic factor of OOPE, the biosimilar version of
Flgrastim will take the lead over the time in the

forecast period from 2020- 2030

Filgrastim Market

2020 [ 203

Biologic Biosimilar

Biosimilar segment holds a dominant position in 2020 and would continue to maintain the lead over the
forecast period.



nsulin Glargine:

nsulin is used in combination with a diet and exercise program to control blood sugar levels in people with diabetes

Controlling hyperglycemia helps prevent kidney damage, blindness, nerve problems, loss of limbs, and problems with sexual

function. Proper diabetes management can also reduce the risk of heart attack and stroke.

India's diabetes market reached US § 1.957 bn in 2020. The market is estimated to grow at a CAGR of approximately 16.5%
between the forecast period 2022 and 2021 The market size is projected to be worth about § 4,892.7 mn by 2026,



Indian Diabetes Market
Market Share by Segment (%)

(s

India is country with more and more cases of Diabetes
Mellitus and the market reaching to a market size of

§4893 million by 2026, the use of Insulin will increase

and will result in the qrowth of biosimilar market of

= Indian Oral Antidiabetics
= Indian Insulin Market

the Insulin Glargine.

Source: www.expertmarketresearch.com



Monoclonal antibodies

* Biosimilar monoclonal antibodies (mAbs) are  type of biosimilar. They are large, complex proteins used by the immune
system to identify and neutralize foreign substances such as bacteria and viruses and are usually given to treat diseases

such as cancer and RA.

* The global biosimilar monoclonal antibody market is expected to reach US § 5.9 bn in 2023 and wil qrow at a CAGR of
17% from period of 2016-2028.
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® Biosimilar infliximab
B Biosimilar rituximab
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B Biosimilar trastuzumab
W Biosimilar adalimumab
m Biosimilar bevacizumab
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e The different mABs market share is depicting how
these major players in the biosimilar market are

playing as compared to rest of the biosimilars.



Erythropoietin Drugs Market

(s

Erythropaietin

PO is a glycoprotein hormone that helps to produce

red blood cells in the bone marrow. Erythropaiesis is I I

the process of creating new red blood cells. The drug | ] l I | = .
erythropoietin was developed to help treat end-stage | | |

renal disease (E0RD) and anemia caused by dialysis

procedures.



Ltanercept:

e Ltanercept is a recombinant molecule composed of two soluble TNF receptors (p/5) subunits fused to the ¢ portion of
human lgbT. This fusion protein is a novel paradigm for INF receptor therapy. INFot is produced when the body is
exposed to inflammation, such as from an illness or injury. The following drugs interfere with INFot by inhibiting its
activity Ihis results in increased inflammation and apoptosis. INF receptors are a major factor involved in both of these
processes. [his drug is most often recommended for treating severe or moderate rheumatoid arthritis, ankylosing
spondylitis, and other immune disorders.

* The market size for Ftanercept is estimated to be §21.2 billon by 2027 at a CAGR of 39%



[RENDY [N BIOSIMILAR MARKE
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SALES OF BLOCKBUSTER BIOLOGICS USED IN THE TREATMENT OF CANCER
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GLOBAL COMPANTES BY BIOSIMILARS AND FOLLOW-ON-BIOLOGICS DRUGS LAUNCHED AND IN PIPELNE
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= Neutropenia

® Anemia

= Cancer
Rheumatoid arthritis

= Hepatitis C virus infection

= Osteoporosis

= Diabetes mellitus

= Hepatitis B virus infection

u Metastatic breast cancer

= Non-insulin dependent diabetes

= Myocardial infarction

m Breast tumor

® Insulin dependent diabetes

» Thrombosis

= Female infertility
Metastatic colorectal cancer
Psoriasis

® Unidentified indication

= Non-Hodgkin lymphoma

® Cardiovascular disease

u Diabetic foot ulcer
Growth hormone deficiency

» Inflammatory disease

= Metastatic stomach cancer

= Non-small-cell lung cancer
Reproductive disorder
Stomach tumor
Thromboembolism
Ankylosing spondylitis

» Autoimmune disease

TARGETED
NDICATIONS FOR
OSIMILARY AND
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BEING DEVELOPED
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CONCLUSION FOR MARKET GROWTH IN INDIAN BIOSIMILAR
MARKET

* The pharmaceutical industry is facing many changes both in India and internationally

* Biotherapeutics/biologics are more promising than small molecule therapeutics in many areas, such as oncology. Small

molecule therapeutics have certain advantages, but biologics are more targeted and have fewer side effects

* [herefore, biosimilar has become the treatment of choice for physicians and patients, generating significant revenue and

enjoying greater market share. Rituximab and trastuzumab are on the WHO lst of recommended medications

e The blockbuster drugs that have qenerated the most revenue in recent years are novel biologics The research and

development community and the pharmaceutical industry are increasingly interested in follow-on biologics/biosimilars



CONCLUSION FOR MARKET GROWTH IN INDIAN BIOSIMILAR
MARKET CONTD..

* s a cheaper alternative to novel biologics, they have the potential for large cost savings depending on the size of the

patient population

e The Indian drug/biotech industry is very much positioned to take advantage of the tremendous open door presented by

biologics and biosimilars and right now has a broad pipeline of biosimilars being worked on

* [iven advancement in innovation and economies of scale, India is probably qoing to accomplish USD 12 bn market size

for Biologics and Biosimilars by 2020
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