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Breaking the Mould: Indian Pharma'’s Reckoning with Innovation Fatigue

Mumbeai: Historically, the pharmaceutical industry in India remained largely
driven by short-term ROI considerations, with many companies focused on
reverse-engineering molecules due to constraints in capital, capacity, and
capabilities. The trend became more pronounced in the post-TRIPS landscape,
where patent cycles significantly shaped the trajectory of domestic pipelines of
Indian pharmaceutical companies.However, as the era of small molecules
gradually fades amid the rapid rise of biomedicine, drug_discovery and
development have become central to business operations, long-term

sustainability, and to an extend survival as well.
Advt

Delving into this theme, the sixth edition of the ET RE-Pharma Summit
convened a panel of industry-leading voices to discuss ‘Breaking the Mould:
Indian Pharma'’s Reckoning with Innovation Fatigue.” Achin Gupta, MD and
Global CEO-designate of India’s third-largest drugmaker Cipla, noted that the
industry is at a critical juncture. After years of building foundational capabilities
and learning the ropes, the sector has only recently begun to focus seriously on
the innovation agenda.

While the industry’s track record in delivering and innovating products
required by the country’s large population base remains strong, with high
acceptance levels, Gupta stressed that the focus must now shift toward tapping
global opportunities.

"Over the last decade, the revenues of the top ten companies have doubled
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and their market capitalisation has tripled, indicating that the resources
required to pursue such bets are now well within reach. The only prerequisite
for this shift is to prioritise innovation strategically from the very beginning,” he
added. Highlighting increasing regulatory participation, Dr. Annam Visala, Joint
Drugs Controller (India), CDSCO, cited the recent budgetary announcement to
create a network of 1,000 clinical trial sites in collaboration with the ICMR,
which she said would help the industry scale innovations more rapidly.

Advt

Alongside this, she highlighted the creation of a specialised cadre aimed at
aligning regulatory reviews with those in developed markets such as the US
and the EU. The move is intended to make the infrastructure more robust and
meaningful for the industry, while strengthening “bioanalytical data
generation” to support global filings.The senior regulator also added that
support from regulators and facilitators has been evident in earlier initiatives,
such as the New Drugs and Clinical Trials Rules of 2019, which provide for a
dedicated Phase-1 waiver pathway for indigenously discovered molecules.

Meenakshi Nevatia, Country President and MD Pfizer India, noted that the
speed of approvals in India has improved significantly, enabling multinationals
to bring their global breakthroughs to the country much earlier and also
providing opportunities for domestic peers to collaborate and partner with
them, helping local companies move up the value chain.

Highlighting talent development within its Indian GCC network, Nevatia
explained that “Pfizer's Chennai GCC has shifted to managing core R&D
functions rather than just back-end operations”"—a trend increasingly visible
across multinational GCCs throughout India.

Early achievers

Sanjiv Navangul, MD and CEO of Bharat Serums and Vaccines Limited,
lamented that although Indian companies focused on initial innovations and
remained steadfast, many of these efforts did not make it to the global stage.

Navangul had spearheaded the development and commercialization of the
company's novel innovation: trinbelimab, which is the world'’s first marketed
recombinant Anti-Rh(D) immunoglobulin used to prevent Rh isoimmunization
in pregnant women.

"Thus, starting a new development program should begin with adherence to
global standards. Even though it involves higher costs, this approach opens up
future possibilities in global markets, unlocking real value and recognition,” he



said.

Notably, BSV executed one of the world’s largest Phase 4 studies for
trinbelimab, involving over 17,000 patients and is in looking to market the drug
across multiple regions.

Nandini Piramal, Chairperson of Piramal Pharma, emphasized that a key
starting point is viewing development from the perspective of CRDMOs.
Piramal, which operates a CDMO and is becoming an active partner in many
innovators’ journeys and demonstrates the type of compliance, infrastructure,
and processes required to match multinational laboratories and successfully
scale discoveries.

Specialisation strive

Gupta stressed that innovation spans a vast landscape, making it crucial to
develop deep, specialized expertise. Illustrating this, Cipla, following its insulin
portfolio in India, pursued a US partnership to launch the inhalable therapy
Afreeza and subsequently collaborated with ImmunoAct on CAR-T therapy
development and Stempeutics for stem cell therapies.

Furthermore the company is also working on an inhalable mRNA therapy. So
the focus should concentrate on on exploring specialized areas and diving
deep into them to gain a competitive edge across the value chain and in the
market as well.

Policy Push

In the government’s ongoing deregulation push to ensure ease of doing
business, Visala shared that authorities are considering a proposal to outsource
GMP, GCP, and GxP audits of facilities under a regulatory framework, through
inspectors accredited by the CDSCO to improve compliance and strengthen the
quality ecosystem while enhancing the regulatory oversight.

On areas for further improvement in India, she noted that leading countries in
clinical research, such as Australia, currently have 8,000 ethics committees and
regulatory agencies that conduct pre-submission meetings for IND applications
(new drugs), signal enough space to contemplate further improvements.

e Published On Feb 17, 2026 at 12:14 PM IST


https://pharma.economictimes.indiatimes.com/tag/cipla

