Press Release

Biocon Biologics Receives DCGI Approval for Emergency
Use of CytoSorb® to Treat Critical COVID-19 Patients
U.S. FDA recently approved CytoSorb for emergency use in COVID19 patients
Bengaluru, Karnataka, India – May 27, 2020
Biocon Ltd. (BSE code: 532523, NSE: BIOCON), an innovation-led global
biopharmaceuticals company, announced today that its subsidiary Biocon Biologics
has received the Drugs Controller General of India’s (DCGI) approval for an
extracorporeal blood purification (EBP) device CytoSorb® to reduce pro-inflammatory
cytokines levels in confirmed COVID-19 patients admitted to the intensive care unit
(ICU) with confirmed or imminent respiratory failure.
Biocon Biologics has been granted licence for emergency use of CytoSorb in public
interest by the Indian health regulator to treat COVID-19 patients who are 18 years of
age or older. The licence will be effective until control of the COVID-19 outbreak in the
country.
Studies have shown that COVID-19 patients who develop serious complications
experience a ‘cytokine storm,’ also known as Cytokine Release Syndrome (CRS), which
leads to excessive inflammation, organ failure and death. The goal of CytoSorb therapy
is to reduce cytokine storm and the deadly inflammatory response through blood
purification so that this injury may be mitigated or prevented.
The Company has received approval from DCGI in Form MD-15 (Medical Device) for
reducing pro-inflammatory cytokine levels in order to control the ‘cytokine storm’ and
benefit COVID-19 patients who are in a critical condition.
Kiran Mazumdar-Shaw, Executive Chairperson, Biocon, said: “As a science-led
organization, Biocon’s endeavour is to provide innovative solutions to patients to
address their unmet needs. CytoSorb is an in-licensed unique device that reduces
cytokine storm in critically ill patients and was introduced by Biocon in India in 2013.
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Since then many patients undergoing organ transplant and sepsis treatment have
benefitted from it. DCGI approval for emergency use of CytoSorb for critical COVID-19
patients is an important example of how industry and regulators are working in
tandem to urgently provide physicians and patients with new treatment options in the
fight against COVID-19. CytoSorb will be an important addition to the Indian medical
community’s arsenal against the deadly coronavirus.”
With more than 80,000* documented active coronavirus infections and over 4,000*
deaths, India needs new therapies to reduce the severity of this disease.
CytoSorb is plug-and-play compatible with the most commonly used blood purification
machines or pumps in the ICU used to treat COVID-19 patients, including
hemoperfusion, hemodialysis, continuous renal replacement therapy (CRRT), and
extracorporeal membrane oxygenation (ECMO) machines.
In April, the U.S. Food and Drug Administration (FDA) granted Emergency Use
Authorization (EUA) of CytoSorb for use in patients with COVID-19 infection.
*Source: Ministry of Health & Family Welfare, Govt of India (Update as of 26 May 2020, 08:00 IST)

About Biocon Limited
Biocon Limited, publicly listed in 2004, (BSE code: 532523, NSE Id: BIOCON, ISIN Id: INE376G01013) is
an innovation-led global biopharmaceuticals company committed to enhance affordable access to
complex therapies for chronic conditions like diabetes, cancer and autoimmune. It has developed and
commercialized novel biologics, biosimilars, and complex small molecule APIs in India and several key
global markets as well as generic formulations in the US and Europe. It also has a pipeline of promising
novel assets in immunotherapy under development. www.biocon.com Follow-us on Twitter:
@bioconlimited
Biocon Biologics is a subsidiary of Biocon Ltd. It is uniquely positioned as a fully integrated ‘pure play’
biosimilars organization in the world and aspires to transform patient lives through innovative and
inclusive healthcare solutions. The Company’s portfolio of biosimilar molecules comprises a rich
pipeline of approved and in-development biosimilars, which are an outcome of its high end R&D and
global scale manufacturing expertise. The Company has commercialized three of its biosimilars in the
developed markets like EU, U.S., Japan and Australia. It is a leading global insulins player with over 15
years of experience in addressing the needs of patients with diabetes, having provided over 2 billion
doses of human insulin worldwide, thus far. Follow-us on Twitter: @BioconBiologics
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Forward-Looking Statements: Biocon
This press release may include statements of future expectations and other forward-looking statements based on
management's current expectations and beliefs concerning future developments and their potential effects upon Biocon and
its subsidiaries/ associates. These forward-looking statements involve known or unknown risks and uncertainties that could
cause actual results, performance or events to differ materially from those expressed or implied in such statements. Important
factors that could cause actual results to differ materially from our expectations include, amongst other: general economic
and business conditions in India and overseas, our ability to successfully implement our strategy, our research and
development efforts, our growth and expansion plans and technological changes, changes in the value of the Rupee and other
currency changes, changes in the Indian and international interest rates, change in laws and regulations that apply to the
Indian and global biotechnology and pharmaceuticals industries, increasing competition in and the conditions of the Indian
and global biotechnology and pharmaceuticals industries, changes in political conditions in India and changes in the foreign
exchange control regulations in India. Neither Biocon, nor our Directors, or any of our subsidiaries/associates assume any
obligation to update any particular forward-looking statement contained in this release.
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