SECTOR UPDATE /23 BOBCAPS

TRUST | INNOVATION | EXCELLENCE

PHARMACEUTICALS 11 October 2026

Regulatory predictability is essential for Indian clinical trials
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= Biosimilar submissions will eventually be made in an ANDA-like format,

taking the shine off biosimilars within the next one to two years

= The power of an oligonucleotide is expected to be far greater than that

of an ADC or a trispecific antibody in attacking a particular target

= Clinical trials in India can be about 33x cheaper than in the US, 60x

cheaper than in Japan, and 35x cheaper than in Europe

We hosted pharma expert Dr. Dhananjay Bhakle, who has 40+ years of experience
in the pharma industry. He is currently the CEO of MedRenova and previously
worked at MNCs such as Novartis and Sanofi, and at domestic pharma companies
such as Lupin. He shared his insights on the sector and on clinical development.
The following are the key takeaways (KTAs) from the call:

Innovation to be the key growth driver — Dr. Bakhle highlights that India will
witness a second wave of innovation, after the first wave was initiated by Dr.
Reddy’s and Glenmark’s NCE boom. The first wave led to the setting up of R&D
centers all over the country. However, India mastered generics, APls, and
biosimilars, which were tough areas at the time. Innovation became equated with
new chemical entities (NCEs) and biobetters, and the focus on repurposed drugs,
incremental innovations, novel formulations, and drug delivery systems was skipped.
He believes that existing pharmacology, modern formulation science, Al, digital
technologies, and unmet medical needs give India the lead to bring out many
inventions, such as drug repurposing, novel formulations, co-crystals, improved
therapeutic profiles, biomarker-driven and precision approaches. These are not
expensive and do not involve new chemical entities.

India leads in formulation science - Existing pharmacology offers leads for many
inventions that are cost-effective and are not dealing with new chemical entities
(NCEs). Formulation science is among the most advanced fields in India. However,
most new formulations originate from pharmacy colleges, where they remain
academic and are not commercialised. India is also considered well ahead in Al and
digital technology. Digital health has already arrived, and companies across the
industry are now actively discussing it. Pharmaceutical companies have already
begun adopting these technologies.
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The NCE boom built India’s clinical trial base - The NCE boom laid the foundation
for India’s clinical trial infrastructure, as several NCEs were being developed across the
country. Even small companies, such as Suven Life Sciences, were among the early
developers of new drugs. Today, many startups are also working on NCEs, and the
clinical research infrastructure has matured accordingly. This development led to two
parallel tracks: (1) generating clinical data on new drugs, and (2) meeting the regulatory
requirement of a Phase lll trial, the final phase of clinical testing, for products already
approved in the US before they could be marketed in India. This requirement dates
back to 1988. At that time, India had no product patent laws, so any company could
introduce a drug in the market, but a Phase Il trial was mandatory and typically took
two to three years. The requirement continues even today, although it is no longer
necessary, since the efficacy and safety of these products have already been
established outside India.

Clinical development costs less in India — According to Dr. Bakhle, the cost of
conducting clinical trials in India would be less than USD 1 million, making India the
most cost-effective destination for clinical research. A Phase | study costs less than INR
10 mn, a Phase Il study involving 50 to 70 patients costs about Rs 20 mn, and a Phase
Il study involving 250 patients costs about Rs 40 mn. Though The United States
requires two Phase Il trials, however, on a like-for-like basis, India is estimated to be
about 33x cheaper than the US, 60x than Japan, and 35x cheaper than Europe.
Compared with China, India can conduct Phase |, Il, and lll trials at about one-tenth of
the cost for a new drug. However, a number of additional studies are required like
Pharmacokinetic studies, Bioequivalence studies, studying the impact on liver, Kidney
in patients for developing a new drug. For incremental innovations and repurposed
drugs, such data are already established. Repurposed drugs therefore require, at most,
Phase Il and Phase lll trials. Thus, drug development in India can also enable drugs to
be launched globally at lower prices if clinical trials are conducted in India.

Regulatory predictability is essential for clinical trials - For combination drugs,
where two drugs are already approved in the market, a single Phase Il study of the
combination is sufficient, not only for entry into the Indian market but also for
international markets. However, clinical trials are not taking place in India to the extent
they could, mainly because of the lack of regulatory predictability. In contrast, Japan’s
regulator, the Pharmaceuticals and Medical Devices Agency (PMDA), is regarded as
the most orderly, disciplined, and predictable authority in the world. Drug development
programmes for Japan are therefore highly streamlined. The US FDA is also well
regarded, although its decisions can occasionally be unexpected.

Al can streamline rare disease trials - The adoption of Al can bring significant
changes to clinical research, from protocol design to data-driven protocol optimisation
and site identification. Al can map the sites that conduct clinical trials, replacing the
current manual approach to site selection. This is particularly valuable for rare diseases,
where patients are concentrated in a few centers. For example, not every
ophthalmologist will get patients with neurotrophic keratitis, a rare eye condition.
Similarly, for a Parkinson’s drug, only few neurologists will get eligible cases. Al can
simplify the identification of such centers, which is otherwise an ongoing challenge in
rare disease trials. Al can also improve medical review, which is a major exercise that
typically takes a couple of months to complete for a single study. Applying Al to this
process could streamline it and simplify the preparation of the regulatory dossier.
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India’s CRO industry has a massive opportunity to scale - India accounts for about
18% of the world’s population. However, its share of the global clinical trial market
remains small. The worldwide market for clinical trials is estimated at about USD 80
billion, of which India accounts for roughly USD 1.5 to 2 billion, or about 2.5%. If India
were to capture 15% of the global clinical trial market, the CRO industry could grow
about 5x to nearly USD 12 billion. This is achievable, provided that the broader
ecosystem comes together, including the advantages offered by Al, network linkages,
and supportive regulators and regulatory policies.

ADCs: glamorous modality, unchanged function —Earlier the biotech products were
made using the recombinant DNA technology outside the body. Eg. the interferons
(copies of proteins the body already produces) were made outside the body, however,
they were produced by the body itself. These were followed by growth factors, then
monoclonal antibodies, and now Antibody-drug conjugates (ADCs). All of these
ultimately bind to the same target and produce their effect. The mode of action within
the body therefore remains the same, whether the product is an ADC, an antibody, or a
recombinant DNA product - it acts on the target and brings about a therapeutic action.
The only difference is the novelty of the approach, which attracts considerable attention
and high valuations.

Biosimilars no longer require Phase lll studies — Earlier, all biosimilars, although
they were injectables, were required to undergo Phase Ill trials. In contrast, for generic
versions of chemical injectables, a Phase Ill trial is not required. A pharmacokinetic
study demonstrating equivalence is sufficient, and regulators approve such products on
that basis. For biosimilars, however, a Phase Ill trial was made mandatory.
Internationally, a Phase Il trial requires a minimum of about ~USD 25 million. This
raised development costs and, in turn, the prices of the products. Biosimilars, which are
essentially biogenerics, were generally priced at about 70% of the original biologic
product, and the market for them was therefore quite large. For eg. the first biosimilars
launched at modest discounts. Zarxio (filgrastim, 2015) was listed at about 15% below
the reference product, indicating ~85% of the originator’s price. Discounts have
deepened over time as more competitors entered.

Biosimilars’ shine to fade in the next 2-3 years — CAR-T therapies and a number of
other advanced drug types are entering the market at very high prices. The market is
therefore likely to tilt towards these newer modalities and away from conventional
biotech drugs. New biological entities of the ADC type will continue to be introduced,
and they will remain very expensive. However, biosimilars are expected to follow the
path already seen with generic ANDAs. Biosimilar submissions will eventually be made
in a format similar to the ANDA route, hence the premium that biosimilars once
commanded is expected to disappear over the next two to three years.

The power of oligonucleotides is expected to be greater than that of ADCs — The
industry continues to evolve, from recombinant DNA to monoclonal antibodies, from
monoclonal antibodies to ADCs, and now to bispecific and trispecific antibodies, which
allow more than one target to be hit with the same drug. The value chain has therefore
lengthened and become steeper, as advances in technology enable more complex
compounds. However, the purpose of these drugs inside the body remains the same,
as does the expected efficacy. Many advanced therapies, such as CAR-T and gene
therapy, are still at a nascent stage. Gene therapies offer significant opportunities to
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address targets that cannot be reached at present through biologic drugs. Disease-
causing proteins are large molecules, and biotech drugs, which are also large, may not
be able to bind to them. Oligonucleotides, a type of gene therapy, are as small as small
molecules and are genetically targeted. They can be compared to a torpedo that slips
under a submarine and still strikes it. The potential of an oligonucleotide to act on a
particular target is therefore considered far greater than that of an ADC or a trispecific
antibody. For example, if there are currently 500 addressable disease targets,
oligonucleotides could expand this to about 3,000. Each new target is like a new lock to
be opened, and each of these drugs would be a key. Gene therapy therefore has
immense potential for impact. However, the rise of mMRNA vaccines diverted the
industry’s attention towards the vaccine field, where returns were substantial.
Companies such as BioNTech and Moderna had been researching mRNA-based
cancer therapies, and mRNA is itself a form of gene therapy. The COVID-19 pandemic
redirected their efforts almost entirely. Without this diversion, development would have
been more streamlined, and many more oligonucleotide drugs would be available
today.

Al to aid every step of innovation — The pharma industry has been relatively slow to
adopt Al across its value chain, even though Al can be applied almost everywhere, from
identifying opportunities for drug repurposing to routine activities such as field force
management or international clinical trial for Phase IIl. An international Phase Ill trial is
a major exercise, and it may involve as many as 50 partners, each a separate company
handling a different part of the value chain. Coordinating such an effort requires a large
project team, and Al could make this coordination considerably simpler. Manual
processes face hurdles at every step, and compliance requirements are strict. Every
activity in a clinical trial is subject to inspection, and a complete audit trail must be
maintained. Regulators may raise questions about events at a particular trial site
several years earlier, when the product is about to be marketed. These may include
why a particular treatment was given to a patient or what side effects was recorded. Al
can capture and organize this information, making it easier for sponsors to keep records
in order and everything relatable.

Adopting Al alone cannot deliver a good product- The field of drug discovery is
currently dominated by Al specialists, with drug scientists playing a subordinate or
minor role. Al scientists, in turn, tend to take biology for granted to some extent. Unless
experts in biology and experts in Al work together to build these systems, the results
are unlikely to be satisfactory, because biological problems are being approached
purely from an Al perspective. This fusion has yet to happen worldwide, largely because
most of the funding comes from private equity and flows to Al experts.
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Investments in securities market are subject to market risks. Read all the related documents carefully before investing.
Registration granted by SEBI and certification from NISM in no way guarantee performance of the intermediary or provide any assurance of returns to investors.

Recommendation scale: Recommendations and Absolute returns (%) over 12 months
BUY — Expected return >+15%

HOLD - Expected return from -6% to +15%

SELL - Expected return <-6%

Note: Recommendation structure changed with effect from 21 June 2021

Our recommendation scale does not factor in short-term stock price volatility related to market fluctuations. Thus, our recommendations may not always be strictly in
line with the recommendation scale as shown above.

Analyst certification

The research analyst(s) authoring this report hereby certifies that (1) all of the views expressed in this research report accurately reflect his/her personal views about
the subject company or companies and its or their securities, and (2) no part of his/her compensation was, is, or will be, directly or indirectly, related to the specific
recommendation(s) or view(s) in this report. Analysts are not registered as research analysts by FINRA and are not associated persons of BOB Capital Markets
Limited (BOBCAPS).

General disclaimers

BOBCAPS is engaged in the business of Stock Broking and Investment Banking. BOBCAPS is a member of the National Stock Exchange of India Limited and BSE
Limited and is also a SEBI-registered Category | Merchant Banker. BOBCAPS is a wholly owned subsidiary of Bank of Baroda which has its various subsidiaries
engaged in the businesses of stock broking, lending, asset management, life insurance, health insurance and wealth management, among others.

BOBCAPS’s activities have neither been suspended nor has it defaulted with any stock exchange authority with whom it has been registered in the last five years.
BOBCAPS has not been debarred from doing business by any stock exchange or SEBI or any other authority. No disciplinary action has been taken by any regulatory
authority against BOBCAPS affecting its equity research analysis activities.

BOBCAPS prohibits its analysts, persons reporting to analysts, and members of their households from maintaining a financial interest in the securities or derivatives
of any companies that the analysts cover. Additionally, BOBCAPS prohibits its analysts and persons reporting to analysts from serving as an officer, director, or
advisory board member of any companies that the analysts cover.

Our salespeople, traders, and other professionals may provide oral or written market commentary or trading strategies to our clients that reflect opinions contrary to
the opinions expressed herein, and our proprietary trading and investing businesses may make investment decisions that are inconsistent with the recommendations
expressed herein. In reviewing these materials, you should be aware that any or all of the foregoing, among other things, may give rise to real or potential conflicts
of interest. Additionally, other important information regarding our relationships with the company or companies that are the subject of this material is provided herein.

This material should not be construed as an offer to sell or the solicitation of an offer to buy any security in any jurisdiction We are not soliciting any action based on
this material. It is for the general information of BOBCAPS'’s clients. It does not constitute a personal recommendation or take into account the particular investment
objectives, financial situations, or needs of individual clients. Before acting on any advice or recommendation in this material, clients should consider whether it is
suitable for their particular circumstances and, if necessary, seek professional advice. BOBCAPS research reports follow rules laid down by Securities and Exchange
Board of India and individuals employed as research analysts are separate from other employees who are performing sales trading, dealing, corporate finance
advisory or any other activity that may affect the independence of its research reports.

The price and value of the investments referred to in this material and the income from them may go down as well as up, and investors may realize losses on any
investments. Past performance is not a guide for future performance, future returns are not guaranteed and a loss of original capital may occur. BOBCAPS does not
provide tax advice to its clients, and all investors are strongly advised to consult with their tax advisers regarding any potential investment in certain transactions —
including those involving futures, options, and other derivatives as well as non-investment-grade securities — that give rise to substantial risk and are not suitable for
all investors. The material is based on information that we consider reliable, but we do not represent that it is accurate or complete, and it should not be relied on as
such. Opinions expressed are our current opinions as of the date appearing on this material only. We endeavour to update on a reasonable basis the information
discussed in this material, but regulatory, compliance, or other reasons may prevent us from doing so.

We and our affiliates, officers, directors, and employees, including persons involved in the preparation or issuance of this material, may from time to time have “long”
or “short” positions in, act as principal in, and buy or sell the securities or derivatives thereof of companies mentioned herein and may from time to time add to or
dispose of any such securities (or investment). We and our affiliates may assume an underwriting commitment in the securities of companies discussed in this
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document (or in related investments), may sell them to or buy them from customers on a principal basis, and may also perform or seek to perform investment banking
or advisory services for or relating to these companies and may also be represented in the supervisory board or any other committee of these companies.

For the purpose of calculating whether BOBCAPS and its affiliates hold, beneficially own, or control, including the right to vote for directors, one per cent or more of
the equity shares of the subject company, the holdings of the issuer of the research report is also included.

BOBCAPS and its non-US affiliates may, to the extent permissible under applicable laws, have acted on or used this research to the extent that it relates to non-US
issuers, prior to or immediately following its publication. Foreign currency denominated securities are subject to fluctuations in exchange rates that could have an
adverse effect on the value or price of or income derived from the investment. In addition, investors in securities such as ADRs, the value of which are influenced by
foreign currencies, effectively assume currency risk. In addition, options involve risks and are not suitable for all investors. Please ensure that you have read and
understood the Risk disclosure document before entering into any derivative transactions.

No part of this material may be (1) copied, photocopied, or duplicated in any form by any means or (2) redistributed without BOBCAPS’s prior written consent.

Company-specific disclosures under SEBI (Research Analysts) Regulations, 2014
The research analyst(s) or his/her relatives do not have any material conflict of interest at the time of publication of this research report.

BOBCAPS or its research analyst(s) or his/her relatives do not have any financial interest in the subject company. BOBCAPS or its research analyst(s) or his/her
relatives do not have actual/beneficial ownership of one per cent or more securities in the subject company at the end of the month immediately preceding the date
of publication of this report.

The research analyst(s) has not received any compensation from the subject company or third party in the past 12 months in connection with research report/activities.
Compensation of the research analyst(s) is not based on any specific merchant banking, investment banking or brokerage service transactions.

BOBCAPS or its research analyst(s) is not engaged in any market making activities for the subject company.
The research analyst(s) has not served as an officer, director or employee of the subject company.
BOBCAPS or its associates may have material conflict of interest at the time of publication of this research report.

BOBCAPS’s associates may have financial interest in the subject company. BOBCAPS's associates may hold actual / beneficial ownership of one per cent or more
securities in the subject company at the end of the month immediately preceding the date of publication of this report.

BOBCAPS or its associates may have managed or co-managed a public offering of securities for the subject company or may have been mandated by the subject
company for any other assignment in the past 12 months.

BOBCAPS may have received compensation from the subject company in the past 12 months. BOBCAPS may from time to time solicit or perform investment banking
services for the subject company. BOBCAPS or its associates may have received compensation from the subject company in the past 12 months for services in
respect of managing or co-managing public offerings, corporate finance, investment banking or merchant banking, brokerage services or other advisory services in
a merger or specific transaction. BOBCAPS or its associates may have received compensation for products or services other than investment banking or merchant
banking or brokerage services from the subject company in the past 12 months.

Other disclaimers

BOBCAPS and MAYBANK (as defined below) make no representation or warranty, express or implied, as to the accuracy or completeness of any information obtained
from third parties and expressly disclaim the merchantability, suitability, quality and fitness of this report. The information in this report has not been independently
verified, is provided on an “as is” basis, should not be relied on by you in connection with any contract or commitment, and should not be used as a substitute for
enquiries, procedures and advice which ought to be undertaken by you. This report also does not constitute an offer or solicitation to buy or sell any securities referred
to herein and you should not construe this report as investment advice. All opinions and estimates contained in this report constitute BOBCAPS’s judgment as of the
date of this report and are subject to change without notice, and there is no obligation on BOBCAPS or MAYBANK to update this report upon issuance. This report and
the information contained herein may not be reproduced, redistributed, disseminated or copied by any means without the prior consent of BOBCAPS and MAYBANK.

To the full extent permitted by law neither BOBCAPS, MAYBANK nor any of their respective affiliates, nor any other person, accepts any liability howsoever arising,
whether in contract, tort, negligence, strict liability or any other basis, including without limitation, direct or indirect, special, incidental, consequential or punitive
damages arising from any use of this report or the information contained herein. By accepting this report, you agree and undertake to fully indemnify and hold
harmless BOBCAPS and MAYBANK from and against claims, charges, actions, proceedings, losses, liabilities, damages, expenses and demands (collectively, the
“Losses”) which BOBCAPS and/or MAYBANK may incur or suffer in any jurisdiction including but not limited to those Losses incurred by BOBCAPS and/or MAYBANK
as a result of any proceedings or actions brought against them by any regulators and/or authorities, and which in any case are directly or indirectly occasioned by or
result from or are attributable to anything done or omitted in relation to or arising from or in connection with this report.

Distribution into the United Kingdom (“UK”):

This research report will only be distributed in the United Kingdom, in accordance with the applicable laws and regulations of the UK, by Maybank Securities (London)
Ltd) (“MSL”) who is authorised and regulated by the Financial Conduct Authority (“FCA”) in the United Kingdom (MSL and its affiliates are collectively referred to as
“MAYBANK”). BOBCAPS is not authorized to directly distribute this research report in the UK.

This report has not been prepared by BOBCAPS in accordance with the UK’s legal and regulatory requirements.

This research report is for distribution only to, and is solely directed at, selected persons on the basis that those persons: (a) are eligible counterparties and professional
clients of MAYBANK as selected by MAYBANK solely at its discretion; (b) have professional experience in matters relating to investments falling within Article 19(5) of the
Financial Services and Markets Act 2000 (Financial Promotion) Order 2005, as amended from time to time (the “Order”), or (c) fall within Article 49(2)(a) to (d) (high net
worth companies, unincorporated associations, etc. as mentioned in the stated Article) of the Order; (all such persons together being referred to as “relevant persons”).

This research report is directed only at relevant persons and must not be acted on or relied on by any persons who are not relevant persons. Any investment or
investment activity to which this material relates is available only to relevant persons and will be engaged in only with relevant persons.

The relevant person as recipient of this research report is not permitted to reproduce, change, remove, pass on, distribute or disseminate the data or make it available
to third parties without the written permission of BOBCAPS or MAYBANK. Any decision taken by the relevant person(s) pursuant to the research report shall be solely
at their costs and consequences and BOBCAPS and MAYBANK shall not have any liability of whatsoever nature in this regard.

No distribution into the US:

This report will not be distributed in the US and no US person may rely on this communication.

Other jurisdictions:

This report has been prepared in accordance with SEBI (Research Analysts) Regulations and not in accordance with local regulatory requirements of any other
jurisdiction. In any other jurisdictions, this report is only for distribution (subject to applicable legal or regulatory restrictions) to professional, institutional or sophisticated
investors as defined in the laws and regulations of such jurisdictions by Maybank Securities Pte Ltd. (Singapore) and / or by any broker-dealer affiliate or such other
affiliate as determined by Malayan Banking Berhad.

If the recipient of this report is not as specified above, then it should not act upon this report and return the same to the sender.

By accepting this report, you agree to be bound by the foregoing limitations.
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