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Key takeaways from our meeting with a biosimilar industry expert 

At an investor conference held by us we hosted an expert in the biosimilar space – Mr. 
Hareesh Parandhaman. Mr. Parandhaman has been associated with the biosimilar space 
for more than a decade and has worked with the key players. The takeaways from the 
meeting are as under. 

Potential impact of interchangeability guidelines: Unlike small molecule generics, which are 
interchangeable for innovator brands, biosimilars that are approved by the USFDA need to be 
promoted under brands and are not interchangeable for innovators’ brand prescriptions. A couple 
of months back, the USFDA issued guidelines for companies that intend to develop 
interchangeable copies of biosimilars of innovators’ biologics. According to Mr. Parandhaman, the 
guidelines on interchangeability have raised the entry barrier for biosimilar players. Only In case of 
few select biosimilar drugs (already approved), the guidelines may provide an advantage to 
incumbents, as they can leverage on post marketing evidence collated either through post 
marketing surveillance or post marketing study on their drug to apply for interchangeability. The 
scope of evidence that would be required to demonstrate interchangeability would depend on the 
extent of analytical characterization, product complexity (structural and receptor activity) and 
potential impact of immunogenicity on clinical outcome. These interchangeability studies would 
address Pharmacokinetic and Pharmacodynamic endpoints (if possible) and would be incremental 
to the evidence required for the demonstration of similarity. These incremental requirements would 
escalate the total cost of developing biosimilars (interchangeable) while the overall developmental 
timelines may also get stretched. A case in point is Boehringer Ingelheim, which has initiated 
interchangeability studies on BI 605501 or Cyltezo (biosimilar of Humira) will enroll 340 patients 
and trial duration will be 58 weeks. 

Developed Market versus Emerging Markets: Emerging Market (EM) is about enhancing 
volumes through unlocking access / affordability, while the Developed Market (DM) strategy has to 
focus around an early mover advantage so as to reap the advantage of premium pricing. Upfront 
investments required in case of EM are much lower than DMs. Success in EM’s require an ability 
to discount biosimilar version to the point of affordability for enhancing access. 

Quality of analytical data would determine the size and scope of clinical trials that a biosimilar 
needs to undergo. A way to reduce expense on clinical studies is to develop the best set of 
analytical data that is able to demonstrate the closest resemblance to the innovator compound.  

Can biosimilar drug substance facility be used as multipurpose sites? Drug substance 
facilities for biologics just like manufacturing facilities for small molecule API’s can be used as 
multipurpose facilities but there are limitations to what can be manufactured. 

Quality of the sourced cell line remains critical to success of biosimilar players in the long term. 
Over the medium to long term, the biosimilar space is expected to get commoditized and players 
which have worked on cell lines that offer best yields will deliver for perpetuity. Due diligence while 
sourcing these cell lines is critical and would determine the success of biosimilar on regulatory and 
commercial aspects.  

Optimal sizing and scaling of manufacturing facilities: To ensure market competitiveness in 
the long term when prices are commoditized the initial strategy around developing biosimilars has 
also to focus on optimal sizing of its facilities. If at all there is a change in the batch scale during a 
future capacity expansion, there is a chance that the regulators might seek evidence around the 
batches by way of analytical evidence or bridging studies. Biosimilar production quality is highly 
susceptible to variations in manufacturing scale. It is also believed there are variations even within 
two separate batches manufactured in the same plant. During the process of development of a 
biosimilar, it is also imperative that the innovator reference standard that is sourced is obtained 
from different batches. 

Competition from Biobetters: Unless biosimilar are interchangeable, they remain prone to 
competition from biobetters. The biosimilar strategy has to pursue interchangeability, or else 
biobetters are poised to do better. A case in point is Celtrion is looking to develop subcutaneious 
copies of Remicade which may put non interchangeable biosimilar players at a disadvantage. 
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DISCLOSURES 

 

This Report is published by Nirmal Bang Equities Private Limited (hereinafter referred to as “NBEPL”) for private circulation. NBEPL is a 
registered Research Analyst under SEBI (Research Analyst) Regulations, 2014 having Registration no. INH000001436. NBEPL is also 
a registered Stock Broker with National Stock Exchange of India Limited and BSE Limited in cash and derivatives segments.  
 
NBEPL has other business divisions with independent research teams separated by Chinese walls, and therefore may, at times, have 
different or contrary views on stocks and markets. 
 
NBEPL or its associates have not been debarred / suspended by SEBI or any other regulatory authority for accessing / dealing in 
securities Market. NBEPL, its associates or analyst or his relatives do not hold any financial interest in the subject company. NBEPL or 
its associates or Analyst do not have any conflict or material conflict of interest at the time of publication of the research report with the 
subject company. NBEPL or its associates or Analyst or his relatives do not hold beneficial ownership of 1% or more in the subject  
company at the end of the month immediately preceding the date of publication of this research report. 
 
NBEPL or its associates / analyst has not received any compensation / managed or co-managed public offering of securities of the 
company covered by Analyst during the past twelve months. NBEPL or its associates have not received any compensation or other 
benefits from the company covered by Analyst or third party in connection with the research report. Analyst has not served as an 
officer, director or employee of Subject Company and NBEPL / analyst has not been engaged in market making activity of the subject 
company. 
 
Analyst Certification: I, Vishal Manchanda, research analyst and Gaurang Sakare, Research Associate the author of this report, 
hereby certify that the views expressed in this research report accurately reflects my personal views about the subject securities, 
issuers, products, sectors or industries. It is also certified that no part of the compensation of the analyst was, is, or will be directly or 
indirectly related to the inclusion of specific recommendations or views in this research. The analyst is principally responsible for the 
preparation of this research report and has taken reasonable  care  to  achieve  and  maintain  independence  and  objectivity  in  
making  any recommendations.  
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Disclaimer 

Stock Ratings Absolute Returns 

BUY  > 15% 

ACCUMULATE  -5% to15% 

SELL  < -5% 

This report is for the personal information of the authorized recipient and does not construe to be any investment, legal or taxation advice to you. NBEPL is not 
soliciting any action based upon it. Nothing in this research shall be construed as a solicitation to buy or sell any security or product, or to engage in or refrain 
from engaging in any such transaction. In preparing this research, we did not take into account the investment objectives, financial situation and particular needs 
of the reader.  

This research has been prepared for the general use of the clients of NBEPL and must not be copied, either in whole or in part, or distributed or redistributed to 
any other person in any form. If you are not the intended recipient you must not use or disclose the information in this research in any way. Though disseminated 
to all the customers simultaneously, not all customers may receive this report at the same time. NBEPL will not treat recipients as customers by virtue of their 
receiving this report. This report is not directed or intended for distribution to or use by any person or entity resident in a state, country or any jurisdiction, where 
such distribution, publication, availability or use would be contrary to law, regulation or which would subject NBEPL & its group companies to registration or 
licensing requirements within such jurisdictions. 

The report is based on the information obtained from sources believed to be reliable, but we do not make any representation or warranty that it is accurate, 
complete or up-to-date and it should not be relied upon as such. We accept no obligation to correct or update the information or opinions in it. NBEPL or any of its 
affiliates or employees shall not be in any way responsible for any loss or damage that may arise to any person from any inadvertent error in the information contained 
in this report. NBEPL or any of its affiliates or employees do not provide, at any time, any express or implied warranty of any kind, regarding any matter pertaining to 
this report, including without limitation the implied warranties of merchantability, fitness for a particular purpose, and non-infringement. The recipients of this report 
should rely on their own investigations.  

This information is subject to change without any prior notice. NBEPL reserves its absolute discretion and right to make or refrain from making modifications and 
alterations to this statement from time to time. Nevertheless, NBEPL is committed to providing independent and transparent recommendations to its clients, and 
would be happy to provide information in response to specific client queries.  

Before making an investment decision on the basis of this research, the reader needs to consider, with or without the assistance of an adviser, whether the advice 
is appropriate in light of their particular investment needs, objectives and financial circumstances. There are risks involved in securities trading. The price of 
securities can and does fluctuate, and an individual security may even become valueless. International investors are reminded of the additional risks inherent in 
international investments, such as currency fluctuations and international stock market or economic conditions, which may adversely affect the value of the 
investment. Opinions expressed are subject to change without any notice. Neither the company nor the director or the employees of NBEPL accept any liability 
whatsoever for any direct, indirect, consequential or other loss arising from any use of this research and/or further communication in relation to this research. Here it 
may be noted that neither NBEPL, nor its directors, employees, agents or representatives shall be liable for any damages whether direct or indirect, incidental, special 
or consequential including lost revenue or lost profit that may arise from or in connection with the use of the information contained in this report.  

Copyright of this document vests exclusively with NBEPL.  

Our reports are also available on our website www.nirmalbang.com   

Access all our reports on Bloomberg, Thomson Reuters and Factset. 
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