








NEWS

Pharma Bio World10 | February 2025

example of how we can create futuristic healthcare 
solutions. By investing in drug research and nurturing 
local talent, Emcure is not only contributing to Gujarat’s 
growth but also strengthening India’s position as a 
global leader in pharmaceuticals. I compliment the 
entire team at Emcure for this remarkable achievement”.

Biocon Biologics completes One Year 
as an Integrated Global Biosimilars 
Enterprise

Bengaluru, India:
Biocon Biologics Limited 
commemorate its first 
anniversary as a fully 
integrated, global 
biosimilars company 
dedicated to expanding 
access to high-quality 
a�ordable biologic 
medicines for patients 
worldwide.

This marks the one-year 
milestone of Biocon Biologics’ emergence as a global 
enterprise operating in over 120 countries, supported by 
a diverse, multicultural workforce spanning more than 
30 nationalities. With a robust commercial presence in 
key Advanced and Emerging Markets, Biocon Biologics 
has moved closer to patients who rely on its high-quality 
biosimilars to manage their debilitating conditions. By 
ensuring business continuity throughout this complex 
transition, Biocon Biologics has built trust with patients, 
physicians, and payors across geographies and 
credibility as a reliable partner.

Shreehas Tambe, CEO & Managing Director, Biocon 
Biologics Limited, said: “I am proud and excited to 
celebrate Biocon Biologics’ first-year anniversary as 
a truly multi-national, multi-cultural global enterprise. 
We have successfully transformed the organization 
from a two-country operation focused on Development 
and Manufacturing, to a fully integrated company with 
a strong Commercial engine bringing us closer to 
patients in over 120 countries. Having achieved several 
milestones and embraced new opportunities, we have 
laid a strong foundation for accelerated business 
growth that will unlock value for the company and all 
our stakeholders.”  

Biocon Biologics embarked on a three-stage strategic 
journey — Preserve, Consolidate, Accelerate. This 
approach led to the preservation of value during the 

The Phase III study ‘ENHANCE 1’ enrolled 530 cUTI 
patients from US, Europe, LATAM, China and India 
spanning across 64 sites. Zaynich® showed clinical 
e�icacy of 96.8% at test of cure (TOC, 7-10 days after last 
dose) while in the composite of clinical and microbiology 
cure (US FDA and EMA defined endpoints), Zaynich® 
showed superiority over meropenem (89.0% vs 68.4%, 
respectively) reflecting the impact of novel ȕ-lactam 
enhancer mechanism of action. Zaynich® was well-
tolerated and showed meropenem-comparable safety 
profile.

Emcure Pharmaceuticals inaugurates 
R&D centre in Gujarat
Ahmedabad, Gujarat: Emcure Pharmaceuticals 
Limited, one of India’s leading pharma companies 
announced the inauguration of its state-of-the-art 
Formulation Research and Development (R&D) Centre 
near Tapovan Circle, Ahmedabad. 

The Emcure Research Centre (ERC) is strategically 
designed to enable breakthroughs in complex 
drug delivery systems, such as sustained-release 
formulations, liposomal injections and advanced dermal 
therapies. The landmark facility was inaugurated 
by Hon’ble Minister of Health and Family Welfare, 
Gujarat, Shri. Rushikeshbhai Patel, in a ceremony that 
marks Emcure’s commitment to advancing healthcare 
through cutting-edge research and transformative drug 
development.

The new ERC facility is designed to accelerate 
pharmaceutical innovation with state-of-the-art 
laboratories and advanced equipment for each of 
the dosage forms. From early-stage pre-formulation 
studies to scaling-up, the ERC seamlessly integrates all 
aspects of pharmaceutical development while adhering 
to global regulatory standards.

A team of 350 highly skilled professionals, including 
doctorate, post-graduate and graduate specializing in 
pharmaceutical sciences, bio-engineering, analytical 
chemistry, pharmacovigilance and regulatory a�airs will 
work together to develop novel formulations, enhance 
drug bioavailability and create patient-centric delivery 
solutions. 

Commenting on the occasion, Shri Rushikeshbhai Patel, 
Honourable Minister of Health and Family Welfare, 
Government of Gujarat said, “It gives me great pride to 
inaugurate Emcure Pharmaceuticals’ advanced R&D 
center in Ahmedabad. Gujarat has always been a hub 
for innovation and progress, and this facility is a shining 

Shreehas Tambe, CEO & 
Managing Director, Biocon 
Biologics
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business transition in 2023, followed by consolidation of 
the business in 2024 while achieving profitable growth. 
The Company has now stepped into the final stage of 
accelerated business growth in 2025 and beyond.

Alembic Pharmaceuticals announces 
USFDA Final Approval for Brexpiprazole 
Tablets
Mumbai, India: Alembic Pharmaceuticals Limited 
announced that it has received Final Approval from 
the US Food & Drug Administration (USFDA) for 
its Abbreviated New Drug Application (ANDA) for 
Brexpiprazole Tablets, 0.25 mg, 0.5 mg, 1 mg, 2 mg, 3 
mg and 4 mg. The approved ANDA is therapeutically 
equivalent to the reference listed drug product (RLD), 
Rexulti Tablets, 0.25 mg, 0.5 mg, 1 mg, 2 mg, 3 mg 
and 4 mg, of Otsuka Pharmaceutical Company, Ltd. 
(Otsuka). 

Brexpiprazole is an atypical antipsychotic used as an 
adjunctive therapy to antidepressants for the treatment 
of major depressive disorder (MDD) in adults, and 
also used in treatment of schizophrenia in adults and 
pediatric patients ages 13 years and older. Refer label 
for a detailed indication. Brexpiprazole Tablets, 0.25 mg, 
0.5 mg, 1 mg, 2 mg, 3 mg and 4 mg have an estimated 
market size of US$ 2.0 billion for twelve months ending 
September 2024 according to IQVIA.

Takeda expands Presence in India with 
launch of Global Innovation Capability 
Center in Bengaluru
BENGALURU, India: Takeda, a global leader in 
biopharmaceutical innovation, announced the o�icial 
opening of its Innovation Capability Center (ICC) in 
Bengaluru, India, a center where digital solutions will 
be built as part of Takeda’s global digital transformation, 
which includes insourcing capabilities. This marks 
Takeda’s first ICC in Asia, following successful 
establishments in Slovakia and Mexico. 

The ICC help support the company’s dedication to 
advancing healthcare through innovative solutions. 
These cutting-edge solutions will help advance our 
operations and have an impact on Takeda’s workforce, 
the patients that we serve and the planet for years to 
come. 

The launch of ICC India represents Takeda’s strategic 
commitment to apply data and new digital technologies, 

such as artificial intelligence, having the potential 
to accelerate research and development with the 
ultimate goal of transforming the lives of patients. 
Takeda is focused on creating better health for people 
and a brighter future for the world, with a steadfast 
commitment to its core values: Integrity, Fairness, 
Honesty and Perseverance. 

With a rich history that dates back to 1781 in Osaka, Japan, 
Takeda has grown into a global biopharmaceutical 
leader, operating in approximately 80 countries, 
including in India for more than 13 years. The company’s 
mission in India focuses on ensuring sustainable access 
to health care, bolstered by strategic partnerships. 
Takeda’s diverse therapeutic portfolio addresses 
gastrointestinal disorders, rare diseases, immunology, 
oncology and vaccines, underscoring its commitment 
to data-driven innovation and transforming treatments. 

The establishment of this capability center underlines 
Takeda’s ambition to transform into one of the most 
trusted, values-based, R&D-driven biopharmaceutical 
companies, tapping into Karnataka’s vibrant ecosystem 
of innovation to serve patient needs.

“The launch of our Bengaluru ICC is a pivotal moment 
for Takeda’s digital transformation journey,” said 
Gabriele Ricci, Chief Data and Technology O�icer at 
Takeda. “Tapping into local talent is vital in our quest 
to create better health for people and a brighter 
future for the communities we serve. Investing in 
India’s remarkable talent and technological expertise 
underscores Takeda’s commitment leveraging local 
expertise to deliver innovative, data-driven solutions 
and sustainable growth.”

Zydus Lifesciences Chairman Pankaj 
Patel conferred with Padma Bhushan
Ahmedabad, India: Pankaj R. Patel, the Chairman 
of Zydus Lifesciences Limited, has been conferred 
with the Padma Bhushan by the Government of India. 
Expressing his gratitude on being bestowed with one of 
India’s highest civilian honours.

Pankaj R. Patel, Chairman, Zydus Lifesciences said, “I 
would like to thank the Government of India for this 
great honour and humbly accept this recognition. It’s 
a journey that started over seven decades ago when 
my father started out as an entrepreneur to contribute 
to nation building and making India self- reliant in 
lifesciences. This commitment to science, health 
and innovation always inspired me. I am fortunate to 
have 27000 people at Zydus as a part of this journey 
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Sun Pharma Q3  net profit stood at 
₹ 29,034 million

Mumbai, India: 
Sun Pharmaceutical 
Industries Limited 
reported financials for 
the third quarter ending 
December 31st, 2024.

The company reported 
net profit for Q3FY25 was 
₹ 29,034 million compared 
to ₹ 25,238 million during 
Q3FY24. The company’s 
India formulation sales at 

Rs. 43,004 million, up 13.8%, while Gross sales was at 
₹ 134,369 million, growth of 10.5%.The company’s US 
formulation sales was at US$ 474 million, down 0.7%.

Dilip Shanghvi, Chairman and Managing Director of 
the Company said, “Our performance in the quarter 
showed all-round improvement. Product sales in Global 
Specialty crossed 1/5th of overall sales. Our market 
share gain in India has been driven by industry leading 
volume growth. Emerging Markets demonstrated strong 
performance in spite of currency challenges across 
geographies. All our businesses remain well positioned 
for future .”

Formulation sales in Emerging Markets were US$ 
277 million for Q3FY25, growing by 10.1% over Q3 last 
year and accounting for approximately 17% of total 
consolidated sales.

Cipla Q3 net profit rises 49%
Mumbai, India: Cipla Limited announced its unaudited 
consolidated financial results for the quarter ended 
December 31st, 2024.The company’s PAT stood at ₹ 
1571 crore, while income from operations was at ₹ 7073 
crore.

“I am pleased to share that we continue to make 
considerable progress across our focused markets. In 
Q3FY25, we delivered growth across all our various 
geographies, despite of a supply challenge in the U.S. 
We recorded a revenue growth of 8% over last year 
with a highest-ever EBITDA margin of 28.1%, driven by 
mix and other operational e�iciencies. Our One-India 
business grew at a healthy 10% YoY. Key therapies in 
Branded Prescription business continued to outpace 
the market growth, Trade Generics business growth 
trajectory is back on track and Anchor brands of 

working on putting India at the forefront of innovation 
with pathbreaking discoveries that bridge unmet 
healthcare needs. We are taking a leap into the future 
with the convergence of health, digital advancements 
and technology. Innovation from India will bring critical 
access to a�ordable healthcare and empower people to 
lead healthier and more fulfilled lives.”

Pankaj Patel is the Chairman of Zydus Lifesciences, 
a discovery-driven, global Lifesciences company 
with operations in more than 80 countries worldwide. 
The Zydus Group with an overarching purpose of 
empowering people with freedom to live healthier and 
more fulfilled lives, is an innovative, global lifesciences 
company that discovers, develops, manufactures, and 
markets a broad range of healthcare therapies. 

OneSource receives EIR with ‘Voluntary 
Action Indicated’ classification from 
USFDA 
Bangalore, India: OneSource Specialty Pharma Limited 
announced that it has received an Establishment 
Information Report (EIR) with a ‘Voluntary Action 
Indicated’ (VAI) status from the U.S. Food and Drug 
Administration (USFDA) for its BLD facility in Bangalore. 
The report follows a comprehensive inspection of the 
facility, conducted from November 14 to November 22, 
2024. 

Commenting on the development Neeraj Sharma CEO 
OneSource said “We are pleased to receive the EIR with 
VAI classification from the USFDA for our BLD facility. 
This inspection outcome reflects our commitment to 
maintaining high-quality standards and regulatory 
compliance across all aspects of our operations. Our 
facility stands as one of the few FDA-approved penicillin 
sites globally, with a long-standing legacy of supplying 
to the US market. As a specialty pharma CDMO, we are 
dedicated to continually advancing quality standards, 
and solidifying our position as a trusted partner in the 
CDMO sector globally.”

OneSource operates five state-of-the-art cGMP 
facilities and has a strong track record, with 138 
successful regulatory and customer audits to date by 
all major regulatory bodies.

Dilip Shanghvi, Chairman and 
Managing Director, Sun Pharma
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Consumer Health Business maintained leadership 
position. With a positive traction in our di� erentiated 
assets, the US business posted a revenue of USD 226 
Mn. In South Africa, we recorded a solid growth of 21% 
YoY in local currency terms,” stated Umang Vohra MD 
and Global CEO, Cipla Ltd.  

The company’s trade generics business is back on 
growth trajectory. This performance was supported by 
execution excellence in key therapies, new introductions 
and technological interventions. 

Piramal Pharma Q3 revenue up 13%
Mumbai, India: Piramal 
Pharma Limited, a leading 
global pharmaceuticals 
and wellness company, 
today announced 
its standalone and 
consolidated results for 
the Third Quarter (Q3) 
and Nine Months (9M) 
ended 31st December 
2024.

The company’s Revenue 
from Operations grew by 13% YoY for Q3, while EBITDA 
grew by 6% YoY for Q3Y25.

Nandini Piramal, Chairperson, Piramal Pharma Limited 
said, “FY25 so far has been a steady year for the 
Company with revenue growth of 14% and EBITDA 
growing at 20%. Our CDMO business continues to 
deliver robust performance with 18% revenue growth 
along with EBITDA margin improvement in 9MFY25. 
This performance was largely led by innovation 
related work. Our CHG business registered an early-
teen revenue growth during the quarter on the back 
of strong volume growth in our Inhalation Anesthesia 
portfolio. In our ICH business, power brands continue 
to register about 19% growth.The quarter also marked a 
significant milestone in our journey towards sustainable 
manufacturing with the conversion of coal-fired steam 
boiler at our Digwal facility to operate on biomass 
briquettes. This will significantly reduce our GHG 
emissions - underscoring our unwavering commitment 
towards the planet.” 

The company’s CDMO business delivered high-teen 
revenue growth for 9MFY25 driven by continued 
traction in the on-patent commercialmanufacturing and 
generic API business.

Dr. Reddy’s Labs Q3 net profit at 
₹ 14,133 Mn
Hyderabad, India: Dr. Reddy’s Laboratories Ltd. 
announced its consolidated financial results for the 
quarter and nine months ended December 31, 2024.

The company’s net profit stood at ₹ 14,133 Mn, while 
revenue was at ₹ 83,586 Mn.

Commenting on the results, Co-Chairman & MD, G V 
Prasad said: “We delivered double digit growth aided 
by our newly acquired NRT business, new launches 
and improved operational e� iciencies. We remain 
committed to addressing patient needs by advancing 
healthcare through access, a� ordability and innovation.”

The company’s Q3FY25 India revenues was at U3.5 
billion, YoY growth of 14% and QoQ decline of 4%.The 
company’s Global Generics business Q3FY25 revenues 
was at U3.8 billion, YoY growth of 17% and QoQ growth 
of 3%. Underlying growth excluding NRT is 7% YoY 
and a decline of 5% QoQ, while North America was at 
t33.8 billion, YoY growth of 1% and QoQ decline of9%. 
Volume growth coupled with new product launches 
and favourable forex was o� set by price erosion on a 
Yo Y basis.

Syngene Q3 PAT up 18%
Mumbai, India: Syngene 
International Limited 
announced its third 
quarter financial results. 
Reported revenue from 
operations was up by 
11% year-on-year to ₹ 
944 crores and increased 
sequentially by 6% from 
the prior quarter. The 
company reported profit 
after tax, after exceptional 
items, was up 18% year-

on-year to ₹ 131 crores. 

Commenting on the quarter, Jonathan Hunt, Managing 
Director and Chief Executive O� icer, Syngene 
International Limited, said, “Syngene’s third quarter 
performance saw a return to growth across all 
business divisions that sets us up well for the next 
quarter.Discovery Services division saw the initial 
“China+1” pilot projects, with large and mid-size 
pharma companies, starting to convert into longer term 
contracts. This underscores Syngene’s ability to build 

Nandini Piramal, Chairperson, 
Piramal Pharma

Jonathan Hunt, MD & CEO, 
Syngene International
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strong partnerships through a combination of great 
science and high operating and quality standards. 
Now, our focus is on further business development 
and building the sales pipeline. The quarter also saw 
positive momentum in our CDMO division led by 
biologics. Growth in the quarter suggests that market 
dynamics, particularly in US biotech, are stabilising, 
albeit later than expected.”

Deepak Jain, Chief Financial O�icer, Syngene 
International Limited added, “The third quarter 
performance delivered year-on-year growth. Reported 
profit after tax (before exceptional items) for the quarter 
grew by 14% supported by operating EBITDA margins 
that came in at 30.1%, up from 27.1% in the previous year. 
We continued to focus on investing in digital initiatives, 
new technologies and commercial capabilities to drive 
growth.”

During this quarter, Syngene achieved a milestone 
by becoming the first company in the Indian pharma 
and life sciences industry to earn the 5S certification 
(5S is a cyclical methodology: sort, set in order, shine, 
standardize, sustain the cycle) for the biologics quality 
control laboratory. 

Mankind Pharma Q3 revenue rises 24%
Mumbai, India: Mankind 
Pharma, India’s fourth 
largest pharmaceutical 
Company announced its 
financial results for the 
third quarter ended 31st 
December 2024.

The company’s Revenue 
from Operations at ₹3,230 
Cr, up by 24% YoY, while 
the company’s Domestic 
revenue at ₹ 2,773 Cr, 
up 17%.The company’s 

Exports was at ₹ 457 Crore, up 121% YoY

Rajeev Juneja – Vice Chairman & Managing Director 
said, “We achieved a healthy revenue growth of 24% 
YoY with strong adjusted EBITDA margin of 27.7% 
in Q3FY25, driven by continued outperformance in 
Chronic, strong recovery in OTC and consolidation of 
BSV.

30% YoY revenue growth in OTC business supported by 
strategic initiatives undertaken last year. The integration 
of BSV is on track, with focus on mandate brands, 
improving productivity and adopting best practices to 

ensure long term sustainable growth.2024 has been 
a transformative year - now having multiple building 
blocks – steady base business, fast growing specialty 
chronic segment, high potential OTC business, and 
high-entry barrier super specialty portfolio of BSV.”

Torrent Pharma Q3 net profit up 14%
Ahmedabad, India: Torrent Pharmaceuticals Ltd 
announced results for the third quarter ended 31st 
December 2024.The company’s Revenue was at ₹ 2,809 
crores grew by 3%, while Net Profit after tax was at ₹ 503 
crores, up by 14%.The company’s India revenues was at 
₹ 1,581 crores were up by 12% led by outperformance in 
focus therapies, while Brazil revenues at ₹ 291 crores, 
were down by 7%, impacted by steep BRL depreciation.

The company’s US business revenues was at ₹ 271 
crores, were down by 1%. 

During the quarter, the USFDA has issued an EIR with 
a VAI classification for the manufacturing facility at 
Pithampur, Madhya Pradesh and the inspection has 
now been successfully closed by the USFDA.

As at December 31, 2024, 26 ANDAs were pending 
approval with USFDA and 6 tentative approvals were 
received. During the quarter, 2 ANDA were approved.

Senores Pharmaceuticals reports 
revenue of ₹288 Crore in 9MFY25
Ahmedabad, India: Senores Pharmaceuticals Ltd. has 
reported revenue of ₹288 Cr during 9MFY25 ending 
31st December,2024, reflecting a robust growth of 157%. 
The exceptional financial performance underscores the 
company’s strong business strategies and operational 
excellence.

Commenting on the results, Mr. Swapnil Shah, 
Managing Director, Senores Pharmaceuticals Limited 
said, “We are pleased to report strong performance for 
Q3 and 9MFY25, driven by our strategy of developing 
niche products for Regulated Markets and expanding 
our CDMO/CMO operations. At the same time, we have 
continued to grow our presence and product portfolio 
in Emerging Markets. Our revenue and profitability for 
9MFY25 have increased by over 150% year-on-year, 
and we are optimistic about sustaining this momentum 
going forward. In Regulated Markets, robust growth in 
the CDMO/CMO segment was partly o�set by a softer 
performance in the Marketed Products segment, which 
was impacted by the high base of Q3FY24.” 

Rajeev Juneja – Vice Chairman & 
MD, Mankind Pharma
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“In 9MFY25, we launched one new product and 
received ANDA approval for five products in the 
Regulated Markets business, bringing our total ANDA 
approvals to 24. Our Emerging Markets business is 
growing well through portfolio and footprint expansion. 
Our registered product portfolio in the Emerging 
Markets business expanded to 267 products. With a 
strong product portfolio, we are now realigning our 
go-to-market models to make our Emerging Markets 
operations more profitable. We are seeing significant 
traction and scale-up in our CDMO/CMO segment. 
Currently, we manufacture 21 products in this business 
and expect faster growth with the addition of new 
products, customers, and increased wallet share from 
existing customers. We remain focused on executing 
our business strategies across segments and are 
confident that healthy growth will continue in the year 
ahead,” added Shah.

Natco Pharma announces approval of 
its Abbreviated New Drug Application 
(ANDA) for Everolimus tablets
Mumbai, India: Natco Pharma Limited announces 
approval of its ANDA for Everolimus tablets for oral 
suspension (TFOS), 2mg, 3mg and 5mg, a generic version 
of AFINITOR DISPERZ® by Novartis Pharmaceutical 
Corporation. NATCO’s marketing partner for the ANDA, 
Breckenridge Pharmaceutical, Inc plans to launch the 
product immediately in the US market.

Everolimus TFOS is a kinase inhibitor indicated in adult 
and paediatric patients aged one year and older with 
tuberous sclerosis complex (“TSC”) for the treatment 
of subependymal giant cell astrocytoma (“SEGA”) 
that requires therapeutic intervention but cannot 
be curatively resected.Everolimus tablets for oral 
suspension (TFOS), 2mg, 3mg and 5mg, had estimated 
sales of USD 112 million in the U.S. for 12 months ending 
Sep’24 as per industry sales data.

CuraTeQ Biologics receives positive 
opinion for biosimilar Dyrupeg from EM
Hyderabad, India: CuraTeQ Biologics s.r.o., a step-
down subsidiary of Aurobindo Pharma Limited, is 
pleased to announce that the Committee for Medicinal 
Products for Human Use (CHMP) within the European 
Medicines Agency (EMA) has adopted a positive 
opinion for Dyrupeg (BP14, a pegylated filgrastim 
biosimilar) recommending the granting of a marketing 
authorisation. The CHMP positive opinion is expected 

to translate into a formal decision of approval by the 
European Commission in April 2025.

Dyrupeg will be available as 6 mg solution for injection 
in prefilled syringe and is intended for the reduction in 
the duration of neutropenia and the incidence of febrile 
neutropenia in adult patients treated with cytotoxic 
chemotherapy for malignancy (with the exception 
of chronic myeloid leukaemia and myelodysplastic 
syndromes).

Commenting on the update, Dr. Satakarni Makkapati, 
Director Aurobindo Pharma and CEO Biologics, Vaccines 
and Peptides said “After receiving the GMP certificate 
of compliance from the EMA in November, the positive 
opinion of Dyrupeg™ from CHMP follows the marketing 
approval of Bevqolva™ (a bevacizumab biosimilar) by 
UK’s MHRA in December 2024, and CHMP’s positive 
opinion of Zefylti™ (a filgrastim biosimilar) in December 
2024. The CHMP positive opinion of Dyrupeg™ is based 
upon a review of evidence of analytical biosimilarity, 
demonstrating equivalence and no clinically meaningful 
di�erences in pharmacokinetics, pharmacodynamics, 
and immunogenicity to the EU-registered reference 
product Neulasta™. We intend to bring these treatment 
options to patients in Europe in the second half of 
2025 and are on course to file in additional markets for 
approval.” 

Union Budget 2025: 36 life-saving drugs 
to be exempted from customs duty
Mumbai, India: The Union Budget 2025-26 presented 
by Union Minister for Finance and Corporate A�airs, 
Nirmala Sitharaman in parliament today, focuses its 
customs proposals on rationalizing tari� structure and 
addressing duty inversion.

In sector specific proposals, the Budget comes as a big 
relief to patients, particularly to those su�ering from 
cancer, rare diseases and other severe chronic diseases. 
The Budget proposes to add 36 life saving drugs and 
medicines to the list of medicines fully exempted from 
Basic Customs Duty. The Budget also proposes to add 6 
life saving medicines to the list attracting concessional 
customs duty of 5%. Full exemption and concessional 
duty will also respectively apply on the bulk drugs for 
manufacture of the above.

Specified drugs and medicines under Patient Assistance 
Programmes run by pharmaceutical companies are 
fully exempt from Basic Customs Duty, provided the 
medicines are supplied free of cost to patients. The 
Budget proposes to add 37 more medicines along with 
13 new patient assistance programmes to the list.
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Anupriya Patel rea¡irms India’s 
commitment to global pharmaceutical 
standardization and regulatory 
convergence

New Delhi, India: Union Minister of State for Health 
and Family Welfare, Smt. Anupriya Patel delivered the 
keynote address at the 15th International Meeting of 
World Pharmacopoeias (IMWP), hosted by the Indian 
Pharmacopoeia Commission (IPC) under the aegis of 
the Ministry of Health and Family Welfare, Government 
of India, in collaboration with the World Health 
Organization (WHO), here . The meeting brought 
together global pharmacopoeial leaders, regulatory 
authorities, and industry stakeholders to deliberate on 
key issues related to pharmaceutical standards and 
harmonization.

Addressing the gathering, Patel rea�irmed India’s 
commitment to global pharmaceutical standardization 
and regulatory convergence. She highlighted India’s 
role as the “Pharmacy of the World” and emphasized 
the importance of ensuring access to high-quality 
medicines globally. She stated that the IMWP serves as 
a vital platform to foster international collaboration in 
pharmacopoeial science and regulatory harmonization.

Punya Salila Srivastava, Secretary, Ministry of Health 
and Family Welfare, underscored the significance of 
global partnerships in strengthening pharmaceutical 
quality standards. She reiterated India’s e�orts in 
aligning regulatory frameworks with international best 
practices and ensuring the availability of safe and 
e�ective medicines worldwide.

Dr. Rajeev Singh Raghuvanshi, Secretary-cum-
Scientific Director, IPC, and Drugs Controller General 

(India), highlighted IPC’s contributions in setting global 
benchmarks in pharmacopoeial science. He elaborated 
on IPC’s initiatives, including the IP Online platform, 
which enhances accessibility and usability of Indian 
Pharmacopoeia standards. He emphasized the role of 
scientific advancements and regulatory cooperation in 
shaping global pharmaceutical standards. Dr. Roderico 
H. Ofrin, WHO Representative to India, commended 
India’s leadership in pharmacopoeial standard-
setting and emphasized the importance of regulatory 
harmonization in ensuring patient safety and public 
health.

Bhavin Mukund Mehta appointed as 
Vice-Chairman of Pharmexcil
Mumbai, India: Pharmaceuticals Export Promotion 
Council of India (Pharmexcil), a leading authorized 
body of the Government of India for promotion of 
pharmaceutical exports from India has appointed 
Bhavin Mukund Mehta, Wholetime Director, Kilitch 
Drugs (India) Limited as the Vice-Chairman of the 
council.

Bhavin Mehta is an industry veteran with over 25 
years of experience in the pharmaceutical industry. As 
the Director at Kilitch Drugs (India) Ltd, he took the 
initiative to establish the company’s export business, 
expanding its reach beyond Indian boundaries while 
leading in domestic market.  His extensive knowledge 
and expertise in leadership, business development, 
strategy management, international marketing, and 
operations will greatly benefit the esteemed members 
of Pharmexcil.

In 2012, Bhavin Mehta was appointed Chairman of the 
Exhibition Committee for Pharmexcil by the Ministry of 
Commerce. He played a key role in establishing IPHEX, 
India’s largest exhibition to promote pharmaceutical 
exports to other countries.

Commenting on his appointment, Bhavin Mehta, 
said, “I am truly honored to be appointed as Vice-
Chairman at Pharmexcil. While promoting the growth 
of pharmaceuticals exports, I am also committed 
to promoting the growth of MSMEs within India’s 
pharmaceutical sector, which plays a vital role in 
enhancing the global health. Together, we will work 
to unlock new opportunities, drive innovation, and 
strengthen India’s position as a leader in pharmaceutical 
exports worldwide.”

Bhavin Mukund Mehta holds a Post Graduate Diploma 
in Management from S.P. Jain Institute of Management, 
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Mumbai, and a Bachelor of Pharmaceutical Sciences 
degree from the University of Mumbai.

Eris Lifesciences Q3 PAT at Rs.87 crore
Mumbai, India: Eris Lifesciences Limited, a leading 
Indian branded formulations manufacturing company, 
today announced its earnings for the third quarter and 
nine months ended of FY25.

The company’s Revenue of Q3 FY 25 grew by 50% YoY 
to ₹ 727 Crore and 9M FY 25 grew by 50% YoY to ₹ 2,188 
Crore. The company’s PAT for Q3 FY 25 is ₹ 87 Cr with 
12% PAT margin and 9M FY 25 is ₹ 273 Crore with 12% 
PAT margin

Commenting on the results, Mr. Amit Bakshi, Chairman 
& Managing Director of Eris Lifesciences Ltd., said, 
“Our Branded Formulations business has delivered a 
12% organic growth in Q3 on the back of new product 
launches and price increases starting to take e�ect. 
We are confident that our market leading position in 
Diabetes, combined with our strategic investments 
in Biologics and Injectables will enable us to create 
significant value in the GLP1 space. Our investment 
in globally compliant manufacturing facilities will also 
start delivering new revenue streams for us.”

Mr. Krishnakumar Vaidyanathan, Executive Director 
& Chief Operating O�icer added, “Our base business 
EBIDTA margin has increased to 40% this year from 
37% last year. On the back of strong cashflows and 
capital e�iciency, we are more than 6 months ahead 
of schedule on debt repayment. This, combined with 
several operating levers will soon take us to an exciting 
inflection point in EPS growth. Starting FY26, EPS 
growth will get amplified each year by QoQ debt and 
interest expense reduction, and YoY declining book tax 
rate.”

Gland Pharma Q3 Revenue stood at 
₹13,841 Mn
Hyderabad, India: Gland Pharma Limited, a generic 
injectable- focused pharmaceutical company, 
announced its financial results for the third quarter 
(Q3FY25) ended on December 31st, 2024.

The company’s Revenue stood at ₹13,841 Mn, while PAT 
increased by 7% year-on-year and increased by 25% 
quarter-on-quarter.

Commenting on the results, Mr. Srinivas Sadu, 
Executive Chairman of Gland Pharma, said, “Our Q3 
FY25 revenue was at ₹ 13,841 Mn. with an EBITDA of ₹ 

3,600 Mn., resulting in a 26% EBITDA margin. Notably, 
our base business EBITDA margin saw a significant 
improvement of 500 basis points, reaching 39%. We 
are also excited about the progress of our strategic 
biologics CDMO collaborations with some of the 
leading companies in this space. These partnerships 
open doors to exciting opportunities in the rapidly 
growing biologics CDMO segment and is expected to 
generate incremental revenue starting next financial 
year. Furthermore, the recent conclusion of the USFDA 
inspections at our Dundigal and Pashamylaram 
facilities underscores our unwavering commitment to 
quality and regulatory compliance. We remain focused 
on driving long-term value creation through strategic 
partnerships, innovation, and continued investments in 
new products and technologies.”

Commenting on the results, Mr. Shyamakant Giri, 
Chief Executive O�icer of Gland Pharma, said, “I am 
honoured and excited to lead Gland Pharma as its new 
CEO. Building on the company’s strong foundation, 
my focus will be on enhancing operational excellence 
in our base business, ensuring Cenexi’s successful 
turnaround, identifying and pursuing new growth 
opportunities, and further solidifying our position as a 
leader in the CDMO space, particularly in biologics and 
complex injectables. I believe that by fostering a culture 
of innovation, collaboration, and customer- centricity, 
we can achieve sustainable growth and create long-
term value for all our stakeholders.”

JB Chemicals & Pharma Q3 net 
profit up 22%
Mumbai, India: JB Chemicals & Pharmaceuticals ltd 
(JB Pharma), one of the fastest growing pharmaceutical 
companies in India, announced its financial results for 
the quarter ended 31st December, 2024.

The company recorded revenue of ₹ 963 crores in the 
third quarter of FY25 registering growth of 14% from ₹ 
845 crores in Q3 FY24. Operating EBITDA* (Earnings 
before Interest Depreciation and Taxes) improved by 
15% to ₹ 270 crores. Profit after Taxes registered strong 
growth of 22% to ₹ 162 crores as against ₹ 134 crores 
in Q3 FY24.

Commenting on the financial results,  Nikhil Chopra, 
CEO and Wholetime Director, JB Pharma mentioned, 
“JB has delivered consistent growth over last few years 
even amidst a volatile macroeconomic environment. 
This has been enabled by our mix of businesses and 
markets, specifically our focus on India branded 



NEWS

Pharma Bio World February 2025 | 19

formulations, CDMO, and select international markets 
which play to our strengths, with limited revenues in 
countries that might present trade-related or economic 
volatility challenges.

JB is well-positioned to deliver continued growth going 
forward as well. The strategy and levers are well-defined, 
and we have a strong team that will execute. Our India 
business continues to drive market beating growth led 
by chronic business and progressive portfolio within 
the acute segment. Our export business continues to 
be steady with sequential improvement witnessed in 
our CDMO business. While the growth run-rate of JB’s 
quarterly performance has been maintained, we have 
also improved our operating margins driven by product 
mix and e�iciency initiatives.

Advancement of various new projects in the CDMO 
business will flow through into growth numbers in the 
near to medium term, and we have a good pipeline 
of future product commercialization opportunities in 
international business which will deliver continued 
growth.”

Emcure Pharma Q3 PAT rises 30%
Pune, India: Emcure Pharmaceuticals Ltd announced 
its unaudited consolidated financial results for the 
quarter ended December 31st, 2024. The company’s 
Revenue from operations was at ₹ 1,963 Crore, up 17.7% 
YoY, while PAT was at ₹ 156 crore, up 30.3% YoY.

The quarter saw strong growth led by the International 
businesses that grew 23% YoY. The Canadian business 
continues to perform well, achieving a 34% YoY growth 
and the Mantra subsidiary is now fully integrated. 
Company’s Rest of the World (RoW) market business 
grew a robust 40% YoY aided by strong growth in our 
non-ARV segment. The company continues to see 
traction in its key focus markets led by its di�erentiated 
product portfolio. Emcure’s Domestic business grew by 
over 12% to ₹ 888 Cr, led by a steady performance in the 
base business and aided by in-licensed products.

Commenting on the results, Satish Mehta, CEO and 
Managing Director, Emcure Pharmaceuticals Ltd., said, 
“Emcure witnessed a strong performance in Q3. Our 
International business is seeing strong performance 
on back of our di�erentiated product portfolio. On the 
domestic side, our focus is on expanding our covered 
market through di�erentiated product launches and 
driving synergies from the in-licensed Sanofi portfolio. 
Moving forward, we aim to enhance our organic growth 
and margins through new product launches and 
operating e�iciencies.”

Sai Life Sciences Q3 net profit rises 36%
Hyderabad, India: Sai Life Sciences Limited , an 
innovator focused, Contract Research and Development 
Organization (CRDMO) announced its financial results 
for the third quarter and nine months ended December 
31, 2024.

The company’s Revenue from Operations was at ₹439.8 
Cr for Q3FY25, while PAT stood at ₹53.9 Crore. for 
Q3FY25, an increase of 36%.

Commenting on the performance during the quarter, 
Mr. Krishna Kanumuri, Managing Director and CEO, 
Sai Life Sciences Limited, said, “We are pleased to 
announce a healthy performance this quarter, driven by 
strong execution, expanding capacity, and deepening 
customer relationships. Our integrated CRDMO model 
continues to di�erentiate us in the market, enabling 
us to provide seamless solutions across the drug 
development lifecycle. The pharmaceutical and biotech 
industries are increasingly seeking partners with 
end-to-end capabilities, scientific excellence, and a 
commitment to speed and e�iciency—areas where Sai 
Life Sciences has built a strong competitive edge.

The global CRDMO industry presents a tremendous 
growth opportunity, particularly as large pharmaceutical 
and biotech companies diversify their supply chains 
and seek strategic partners beyond China. India is at 
the forefront of this transformation, with the potential 
to scale as a global innovation hub. With a robust 
pipeline of commercial molecules, a growing presence 
in key global markets, and continuous investments in 
technology and infrastructure, Sai Life Sciences is well-
positioned to capitalize on these industry tailwinds.

As we look ahead, we remain focused on strengthening 
our service o�erings, expanding our capabilities into 
new modalities, and driving operational excellence. 
Our unwavering commitment to innovation, quality, and 
customer-centricity will continue to propel us forward, 
delivering sustainable value to all our stakeholders.”

Mr. Siva Chittor, Chief Financial O�icer, Sai Life 
Sciences Limited added,” We are delighted to share 
our Q3 FY25 financial performance, which highlights 
robust business momentum, operational discipline, 
and strong customer relationships.Revenue from 
operations grew to ₹439.8 Cr, up 15% from ₹383.6 Cr 
in Q3FY24, on account of continued momentum in 
both our CDMO and CRO businesses. Our EBITDA 
margin increased to 28.3% in Q3FY25, up from 27.5% 
in Q3FY24, reflecting improved operating leverage and 
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enhanced productivity. PAT grew to ₹53.9 Cr, compared 
to ₹39.6 Cr in Q3FY24, highlighting that our operational 
strategies are delivering results and positioning the 
company for sustained financial strength.This success 
is driven by disciplined cost management despite rising 
employee costs in line with our ongoing investment 
in talent and organizational growth. Finance costs 
remained relatively stable at ₹23.1 Cr for Q3 FY25, 
compared to ₹23.3 Cr in the same quarter last year, 
indicating e�ective debt management. As of December 
2024, the Company had repaid ₹585.7 Cr of debt out of 
the planned ₹720.0 crores from the IPO proceeds. The 
remaining debt was repaid in January, and we expect a 
reduction in interest costs in the following quarter. We 
remain focused on investing in digital initiatives, new 
technologies, and commercial capabilities to fuel future 
growth.

Over the past five years, our strategic investments in 
talent, technology, and infrastructure have strengthened 
our position as a leading integrated CRDMO player. 
These investments are now translating into higher 
customer retention, an expanding product pipeline, 
and improving profitability.Looking ahead, we expect 
sustained growth momentum, supported by a strong 
order pipeline and ongoing investments in infrastructure 
and capabilities.”

India Ratings maintains Neutral Outlook 
for pharmaceuticals sector in FY26
Mumbai, India: India Ratings and Research has 
maintained a Neutral Outlook for the pharmaceuticals 
sector in FY26. The agency expects overall revenue 
to grow 9%-10% yoy for the sector as companies 
will continue to benefit from healthy growth in the 
domestic (chronic segment), US generic (product 
specific opportunities) and contract development and 
manufacturing organisation (CDMO; increased orders 
and China+1 strategy) business.

The agency also expects EBITDA margins of the 
companies to remain close to the historically elevated 
levels over FY25-FY26, led by the growth in the chronic 
segment, high value product contribution, a moderation 
in pricing pressures, overall cost optimisation e�orts 
and softening of active pharmaceuticals ingredients 
(API) prices.

Akums Drugs and Pharma announces 
robust Q3 FY 25 results with 15% Adj PAT 
growth
New Delhi, India: Akums Drugs and Pharmaceuticals 
Ltd., has announced its consolidated financial results 
for the quarter ended December 31, 2024, delivering 
12% increase in Adjusted EBITDA on year on year basis.

For Q3, Operating performance of the company was 
robust with overall Adj EBITDA growing 12% YoY and 
Adj PAT growing 15% YoY driven by better profitability 
in our core CDMO segment. The EBITDA improvement 
shows our continued improvement in the product mix. 
API EBITDA losses reduced significantly in Q3 YoY, 
although prices of cephalosporin APIs still remain low. 
Additionally, branded formulation business continues to 
perform well across domestic and export markets.

Sanjeev Jain, Managing Director, also shared his views, 
stating, “Q3 was an exciting quarter for the company. 
With our focus on establishing Akums’ global CDMO 
footprint, we took a significant step by securing a €200 
million contract. The contract involves manufacture 
and supply of products to be sold in European markets. 
We believe this is the first of many partnerships we will 
undertake to serve the European market in the years to 
come.”  Sandeep Jain, Managing Director, stated, “We 
continue to be the manufacturing partners of choice 
for pharmaceutical companies. We have started to see 
volume green shoots in Q3 compared to Q2. We also 
in-licensed novel products of Triple hair and Caregen 
in dermatology and metabolic segment to drive future 
growth.”

Indegene expands footprint in Europe, 
launches New Entity in Spain
Madrid, Spain and Bengaluru, India: Indegene, a 
digital-first life sciences commercialization company, 
today announced the launch of a new entity in 
Spain. This move marks a key step in the company’s 
ongoing strategic expansion in Europe and aligns 
with Indegene’s commitment to helping life sciences 
companies accelerate AI-driven innovation and make 
their operations future-ready.  Indegene’s new Spain 
entity will serve as a key delivery hub for its Europe-
based clients, helping them drive hyper-personalization 
and significantly elevate HCP and patient experience. 
The company is strengthening its already existing 
employee base in Spain, with capabilities in medical 
a�airs, data and analytics, creative design, engineering, 
digital marketing and customer experience. 
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“Growing R&D investments, a thriving life sciences 
innovation ecosystem and a high-quality talent pool 
make Spain a vital market and talent hub for life sciences 
companies in Europe”, said Manish Gupta, Chairman 
and CEO, Indegene. “With our new entity in Spain, 
we can co-innovate and collaborate much better with 
clients, helping them use data and AI more e�ectively 
to modernize commercialization processes and fast-
track business transformation.” Indegene already has a 
significant presence in Europe, with centers in the UK, 
Germany, Ireland and Switzerland. Last year, Indegene 
acquired Trilogy Writing & Consulting GmbH (Trilogy), a 
global provider of specialty medical writing capabilities 
across clinical, regulatory, safety and medical content 
to life sciences companies. In 2019, Indegene acquired 
DT Associates (now DT Consulting), a consulting 
services company in the UK that supports clients in the 
healthcare and life sciences space. Indegene supports 
many leading life sciences clients in the region in 
various ways across the commercialization value chain. 

Wockhardt Q3 revenue stood at ₹ 725 
crore
Mumbai, India: Wockhardt Limited, the Pharmaceutical 
and Biotechnology major, reported its 3rd Quarter 
Results for Financial Year 2024-25. The company’s 
Revenue for 9MFY25 of ₹ 2,290 Crore compared to 
₹ 2,129 Cr in the previous year. YoY growth of 89% in 
EBITDA in 9MFY25, EBITDA for 9MFY25 of ₹ 339 Cr 
compared to ₹ 180 Crore in the previous year.

The company’s Revenue for Q3FY25 of ₹ 725 Cr 
compared to ₹ 709 Cr in the previous year. QoQ growth 
of 50% in EBITDA in Q3FY25, EBITDA for Q3FY25 
of ₹ 100 Cr compared to ₹ 67 Cr in the previous year.
The company’s India Branded Business stood at ₹ 114 
crore in Q3FY25 and for 9MFY25 the revenue was Rs. 
361 crore.The company’s Insulin and Glargine business 
has demonstrated remarkable and sustainable growth 
driven by increasing volumes accelerating our presence 
and reach across Emerging Markets, while domestic 
biotech business is poised for substantial growth.

Recognizing its potential to meet significant unmet 
medical needs, the US FDA has granted Fast Track 
designation to WCK 6777 for the treatment of 
complicated urinary tract infections (cUTI), including 
pyelonephritis, and complicated intra-abdominal 
infections (cIAI).

Alkem Laboratories Q3 net profit up 5.2%
Mumbai, India: Alkem Laboratories Ltd. announced its 
standalone and consolidated financial results for the 
third quarter ended December 31, 2024. The company’s 
total Revenue from Operations was ₹ 33,743 million, 
with YoY growth of 1.5%, while Net Profit (after Minority 
Interest) was ₹ 6,258 million, YoY growth of 5.2%.

Commenting on the Q3FY25 results, Dr Vikas Gupta, 
CEO of Alkem, said, “We are pleased to share that the 
actions we have taken to improve profitability continue 
to deliver positive results. By concentrating on higher-
margin o�erings, better aligning with market needs, 
and implementing cost-saving strategies to reduce 
ine�iciencies, we are seeing growth in our EBITDA 
margins. Within the domestic market, our focus is on 
expanding the presence of our flagship brands and 
strategically enhancing our portfolio. Looking ahead, 
we are confident that these initiatives will continue to 
drive sustainable growth and strengthen our market 
position.”

The company’s International sales were ₹ 9,605 million, 
with YoY de-growth of 6.2%, while the Company has 
received two approvals from the USFDA, including one 
tentative approval.

Alkem Laboratories Ltd. is a leading Indian 
pharmaceutical company with a legacy of 50 years in 
providing high-quality medicines to patients. It is the 
fifth largest pharmaceutical company in the Indian 
market, with a dominant position in the therapy areas of 
antiinfectives, gastrointestinal, pain management drugs 
and supplements.

As per IQVIA (SSA) data, for Q3FY25, the company 
registered a growth of 6.0% YoY vs. the Indian 
Pharmaceutical Market (IPM), which grew by 7.2%.

Glenmark Pharma Q3 net profit stood at 
₹ 3,480 Mn
Mumbai, India: Glenmark Pharmaceuticals Ltd, 
a research-led, global pharmaceutical company, 
announced its financial results for the third quarter 
ended December 31 2024.For the third quarter of FY 
2025, Glenmark’s consolidated revenue was at ₹ 33,876 
Mn as against ₹ 25,067 Mn recording an increase of 
35.1% YoY.

The company’s EBITDA was ₹ 6,002 Mn in the quarter 
ended December 31, 2024, with EBITDA margin of 17.7%. 
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Profit After Tax (PAT) for the quarter ended December 
31, 2024 was at ₹ 3,480 Mn, with PAT margin of 10.3%.

Commenting on the results, Glenn Saldanha, Chairman 
& Managing Director, Glenmark Pharmaceuticals 
Ltd. said, “We delivered strong and sustained growth 
this quarter, driven by robust performance across the 
regions. Our European business continued to perform 
well, while our branded markets demonstrated resilient 
growth. Strengthening our value-chain strategy, we 
secured MHRA authorization for WINLEVI in the UK, 
marking a pivotal step in expanding our dermatology 
portfolio. Looking ahead, we expect our North America 
business to gain momentum from FY26 onwards, 
supported by our growing respiratory and injectable 
portfolio. Additionally, we reached a significant 
milestone with IGI presenting promising first clinical 
data from our Phase 1 study of the trispecific TREAT 
antibody, ISB 2001, at the 66th American Society of 
Hematology (ASH) Annual Meeting. We continue to 
explore strategic partnerships to advance this asset.” he 
added.

GSK Pharma Q3 revenue from operations 
rises 18%
Mumbai, India: GSK Pharma announced its financial  
results for the third quarter ended December 31, 
2024, demonstrating strong growth and  sustained 
profitability. The company reported a 18% increase in 
revenue from operations,  reaching ₹ 946 crores while 
achieving a Profit After Tax (PAT) of ₹ 229 crores.

The quarter saw strong performance across key 
product portfolios. Flagship brands  within the general 
medicines portfolio including Augmentin, Ceftum, and 
T-bact strengthened their market positions with share 
gains. The company’s innovative  Respiratory portfolio, 
led by Nucala and Trelegy, achieved robust growth, 
further expanding patient access across India.

In the vaccines segment, GSK maintained its 
leadership in the self-pay private market for  Paediatric 
vaccines. The adult vaccines division continues to gain 
momentum with  Shingrix (Herpes Zoster Vaccine – 
recombinant, adjuvanted), as the company  spearheads 
the expansion of adult immunisation in India.

Commenting on the results, Mr. Bhushan Akshikar, 
Managing Director, GlaxoSmithKline  Pharmaceuticals 
Limited, said, “Our strong third-quarter results reflect 
our unwavering  commitment to deliver innovative 
healthcare solutions to patients across India. By  focusing 
on core brands and accelerating digital transformation 

through innovative go to-market strategies, we continue 
to strengthen our market presence while ensuring  
broader access to our medicines and vaccines.”

Nectar Lifesciences Q3 net profit stood 
at ₹78.40 million
New Delhi, India: Nectar Lifesciences Limited posted 
results for the third quarter ended 31st December, 
2025.The company’s Revenue from Operations for Q3 
FY25 was ₹4,543.34 million, a marginal increase from 
₹4,521.65 million in Q3 FY24 and an improvement from 
₹4,278.85 million in Q2 FY25.

The company continues to strengthen its market 
presence through strategic expansions and operational 
e�iciencies.

The company’s Profit After Tax (PAT) came in at ₹78.40 
million, marking a substantial growth from ₹15.67 million 
in Q3 FY24 and ₹55.99 million in Q2 FY25. The PAT 
margin improved to 1.73%, up from 0.35% in Q3 FY24 
and 1.31% in Q2 FY25.

For FY25, EBITDA is projected at ₹175-185 crore. Revenue 
growth of 7-10% is expected in FY26, leading to an 
estimated EBITDA of ₹240-260 crore. The management 
is focused on the formulations business and aims to 
scale sales from this business to ₹600 crore+ by FY28.
By the end of FY26, long-term debt is expected to be 
fully repaid, significantly reducing interest costs and 
further enhancing profitability at the PAT level.

IOL Chemicals and Pharmaceuticals Q3 
revenue stood at ₹527.37 Crore
Mumbai, India: IOL Chemicals and Pharmaceuticals 
Ltd, a leading manufacturer of pharmaceutical APIs and 
speciality chemicals, announced its financial results for 
quarter and nine months year ended 31st December, 
2024.

The company’s Total Income stood at ₹ 527.37 crore, 
while PAT stood at ₹ 20.55 crore.

Commenting on the performance, Mr Vikas Gupta, Joint 
Managing Director said, “We are pleased to report our 
Q3FY25 Results as despite challenges such as pricing 
pressures, stagnant demand, and intense market 
competition, the company has successfully maintained 
stable and sustainable performance. This resilience 
reflects our strategic approach and adaptability in a 
dynamic business environment.
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Confident of our resilient performance, the Board has 
declared an interim dividend of Rs. 4/- (40%) per share 
of face value of Rs 10 each for financial year 2024-25 
and fixed a Record Date for 18th February 2025 for 
ascertaining the entitlement. Moving forward, we 
remain committed to our long-term vision by focusing 
on market diversification and expansion to unlock new 
growth opportunities. Additionally, we are implementing 
comprehensive cost optimization measures to enhance 
operational e�iciency, improve profitability, and 
reinforce our competitive position. ”

Suven Pharma Q3FY25 Net Profit Jumps 
78% to ₹ 83.29 crore
Hyderabad, India: Suven Pharmaceuticals Ltd., a 
technology-led global Contract Development and 
Manufacturing Organization (CDMO), announced its 
financial results for the third quarter and nine months 
ended December 31, 2024.

The consolidated Net Profit for Q3FY25 jumped by 78% 
to ₹ 83.29 crore as compared to Rs 46.75 crore in the 
same quarter of last fiscal. The consolidated Revenue 
from operations stood at Rs. 307.20 crore in Q3FY25, a 
rise of 39.7% per cent as against ₹ 219.82 crore recorded 
in Q3 FY24. The company recorded an EBITDA of ₹ 
138 crore in Q3FY25 as against ₹ 81 crore in Q3FY24. 
EBITDA margin for the Q3 FY25 stood at 44.9% as 
compared to 36.8 % in the year ago quarter.

Vivek Sharma, Executive Chairman, commented: 
“Suven Pharma has rea�irmed its growth trajectory in 
Q3 FY25 as we had expected. We continue to make 
BD e�orts and remain focused on high-value CDMO 
o�erings and expansion in niche technology platforms 
in line with our strategic vision. Our investments in 
ADCs and oligonucleotides with fast underlying market 
growth position us well for sustained mid and long-term 
growth. As we gear to deliver our $1bn revenue guidance 
with higher CDMO and niche technology share”

Dr. V. Prasada Raju, Managing Director, added: “We 
continue to witness a strong momentum in our Pharma 
CDMO business, with increased RFQ inflows and a 
robust late-stage pipeline. As our Phase 3 pipeline has 
expanded now to 15 projects with 9 molecules, gives us 
comfort on our strategic endeavors moving in the right 
direction. Our ability to drive innovation with addition 
of Oligos, deepening our ADC presence, and serve 
as a trusted partner to global innovators continues to 
enhance our competitive edge.”

Kilitch Drugs Limited Q3FY25 PAT 
registers 222% YoY growth
Mumbai, India: Kilitch Drugs Limited, BSE and NSE 
listed, a leading pharmaceutical company specializing 
in the manufacturing and distribution of high-quality 
Parenteral, Injectables, Oral Solids, and E�ervescent, 
announced its unaudited financial results for the quarter 
and nine months ended 31st December 2024.

The company’s reported a 222% per cent year-on-
year(Y-o-Y) remarkable rise in consolidated profit after 
tax (PAT) for the Q3 FY25 to ₹ 5.61 crore from ₹ 1.74 
crore for the corresponding period previous year.

The company recorded its quarterly consolidated 
revenue from operations at Rs. 56.17 crore in Q3FY25, 
experiencing 77 per cent of Y-o-Y excellence growth 
from Rs. 31.79 crore in Q3 FY24. The growth is achieved 
by continuous e�orts to meet steady demand across 
globe and will continue further.

Consecutively, the company’s standalone PAT rose 
by 25% per cent, and revenue grew by 56 per cent to 
₹ 6.88 crore and Rs 46.51 crore recorded in Q3 FY25, 
respectively.

For the nine months ending December 2024 (9MFY25), 
Kilitch reported an over 42 percent YoY rise in net profit 
to ₹19.78 crore, compared to ₹13.93 crore in 9MFY24. 
Revenue from operation for the period increased by 
35 percent to ₹125.28 crore from ₹92.46 crore in the 
previous year.

Commenting on the Q3FY25 performance, Mr. Mukund 
Mehta, Chairman & Managing Director of Kilitch 
Drugs said, “We witnessed significant growth in our 
performance this quarter; revenue from operations 
grew by 35% on standalone basis. We remain focused 
on driving sustainable growth and delivering strong 
returns for our stakeholders.”
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Rusan Pharma’s Chairman Dr. Navin 
Saxena conferred with Russia’s 
Prestigious ‘Order of Friendship’ and 
‘Academic Honor’
Russia | India: Rusan Pharma Ltd., is a global leader 
in pharmaceutical innovation, proudly announces that 
its Chairman, Dr. Navin Saxena, has been honoured 
with two of Russia’s most distinguished accolades, 
‘The Order of Friendship’ by the Russian Federation 
& the ‘Memorial Medal’ from Moscow’s People’s 
Friendship University. These honours recognise Dr. 
Saxena’s exceptional contribution to science, medicine, 
pharmaceutical innovations including cross-cultural 
collaboration over his 40-year career.

Last week, during its 65th-anniversary celebrations, 
the People’s Friendship University in Moscow awarded 
Dr. Saxena the ‘Memorial Medal’ in honour of the late 
Rector Prof. Stanis, a visionary leader who championed 
the ethos of ‘Be beautiful people.’ This accolade 
recognises Dr. Saxena’s groundbreaking advancements 
in chemistry and medicine, alongside his dedication to 
fostering sportsmanship and holistic well-being.

In addition, in a historic ceremony at the Kremlin, the 
Russian Minster of Science & Higher Education, on 
behalf of the President of the Russian Federation 
conferred upon Dr. Saxena the ‘Order of Friendship’—
Russia’s high civilian honour. This award acknowledges 
his tireless e�orts to strengthen Indo-Russian relations, 
promote the Russian language and culture globally, 
and drive pharmaceutical innovation, with the decree 
specifically highlighting his leadership at Rusan Pharma 
and his role as a bridge-builder between nations.

In response to the honours, Dr. Saxena, Chairman at 
Rusan Pharma stated, “These awards are for India, 
and not mine alone. They belong to every Rusanite, 
colleague, and family member who has supported 
me over four decades. From Mumbai to Moscow, 
our collective mission is to advance healthcare and 
foster global unity. I am deeply moved to see our work 
recognised at this high levels. Prof. Stanis’s teaching 
to ‘Be Beautiful People’ resonates deeply with Rusan’s 
values. This recognition fuels our commitment to 
innovation and cross-cultural solidarity.”

Dr. Navin Saxena now joins an eminent group of Indian 
visionaries honoured with the ‘Order of Friendship,’ 
including chess legend Viswanathan Anand (September 
2018); former Member of Parliament Murli Manohar 
Joshi; distinguished scientist Dr. A.S. Pillai, former Chief 
Controller, R&D, DRDO, and the founding CEO & MD of 
BrahMos Aerospace (December 2013); poet-translator 
the late Madan Lal Madhu (2001); former Prime Minister 

the late Inder Kumar Gujral; the late Justice V.R. Krishna 
Iyer; and iconic filmmaker Mrinal Sen (October 2000). 
This accolade underscores his place among luminaries 
celebrated for fostering Indo-Russian collaboration 
across diverse fields.  

Natural Capsules Limited is now listed on 
NSE expanding market reach
Mumbai, India: Natural Capsules Limited is now 
listed on both BSE and NSE, with a current market 
capitalization of approximately ₹261 crore. The NSE 
listing aligns with NCL’s strategic vision to access a 
larger pool of investors, increase liquidity, and improve 
corporate governance standards. Additionally, (NCL) 
has achieved a significant industry milestone by 
becoming the second-largest Hard Gelatine Capsules 
manufacturer in India. This achievement underscores 
the company’s operational excellence and commitment 
to innovation.

The NSE listing will enable NCL to enhance transparency, 
boost corporate governance, and improve credibility. 
These factors contribute to strengthening investor 
confidence and reinforcing the company’s reputation in 
the capital markets.

The NSE listing o�ers NCL multiple benefits, including 
increased liquidity through greater trading volumes 
and improved investor access. It allows broader 
engagement from institutional and retail investors 
while strengthening transparency and credibility 
through enhanced corporate governance. Additionally, 
it provides comprehensive market coverage across 
equity, fixed income, and derivative securities, making 
NCL more visible and attractive to potential investors.

Sunil Mundra, Managing Director of NCL, stated: “This 
is a major milestone in NCL’s 32-year journey. The NSE 
listing will significantly boost our growth trajectory, 
allowing us to reach a much wider investor base and 
raise higher volumes of risk capital to undertake larger 
projects.”

Raj Kishore Prasad, Chief Financial O�icer (CFO) of 
NCL, commented: “Our NSE listing is a transformational 
step that enhances liquidity and opens up new avenues 
for capital raising. It strengthens our commitment to 
transparency, governance, and market expansion, 
ultimately benefiting all stakeholders.”

While NCL continues to evaluate new business growth 
opportunities, acquisitions, and strategic investments, 
no concrete decisions have been made at this stage. 
However, the NSE listing plays a crucial role in 
supporting the company’s long-term growth plans. 
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Merck inaugurates expansion of its 
Peenya Facility in Bengaluru
Mumbai, India: Merck Life Science in India has 
announced the expansion of its manufacturing facility in 
Peenya, Bengaluru, marking a significant milestone in its 
strategy. The expansion will transform Peenya into a key 
manufacturing hub for the APAC region, strengthening 
Merck’s capabilities in production and supporting the 
growing needs of its customers worldwide. 

To commemorate this milestone, Merck hosted an 
inaugural ceremony at the Peenya site, bringing together 
company leadership, customers and key stakeholders.

Senior leaders including, Tony Qiu, Head of APAC 
Region, Global Plant Operations, ISCO, Merck Life 
Science; Mr. Prasanna NK, Site Director- Peenya, 
Bengaluru, Merck Life Science; Mr. Aditya Sharma, 
Head of Process Solutions, India Region, Merck Life 
Science; and Mr. Dhananjay Singh, Managing Director 
of Merck Life Science Pvt Ltd., shared insights on the 
expansion project and emphasized the importance of 
building sustainable capabilities in Asia and India for 
future growth. 

The Peenya facility expansion also reflects Merck’s 
ongoing commitment towards India and supporting 
the government’s “Make in India” initiative. This move 
reinforces Merck’s dedication to manufacturing world-
class, globally compliant products in India.

AstraZeneca plans C$820 million 
(US$570m) investment in Canada
Canada: AstraZeneca, a global pharmaceutical company 
focused on developing life changing medicines, today 
announced a C$820 million (US$570m) investment 
in Canada, creating more than 700 high-skilled jobs, 
across all areas of the business. The investment will 
support the move to a larger, state-of-the-art o�ice 
facility in the Greater Toronto Area (GTA), Ontario.

New investment in Canada will contribute to 
AstraZeneca’s global ambition to achieve US$80 billion 
in Total Revenue and to bring 20 new medicines to 
patients around the world by 2030 of which eight new 
medicines have been delivered to date. The Company 
also expects seven first Phase III clinical trial data 
readouts in 2025.

AstraZeneca is one of the leading R&D investors 
in Canada, contributing more than C$230 million in 
research and development in 2023, much of which is 
focused on delivery of over 210 AstraZeneca global 
clinical studies of new medicines and indications. The 
Company’s investments in Canada since 2023 now 
exceed C$1.3 billion, creating a combined 1,200 new 
high-skilled jobs. In 2024, AstraZeneca completed a 
C$3 billion agreement to acquire Hamilton, Ontario-
based Fusion Pharmaceuticals, which is developing 
next-generation radioconjugates with the promise to 
redefine radiotherapy for cancer patients. The Fusion 
announcement represents one of the largest research 
investments made in a Canadian biotechnology 
company.1 Together these investments are contributing 
to the growth of Canada’s life sciences sector and the 
advancement of AstraZeneca’s global clinical studies 
pipeline.

Pascal Soriot, Chief Executive O�icer, AstraZeneca 
said: “This investment is a reflection of our growing 
clinical pipeline, our strong belief in Canada’s potential 
as a global hub for life sciences innovation, and the 
value of public-private collaboration with the Ontario 
government. We believe the diverse talent pool together 
with the network of world-class universities, hospitals, 
and research centres will help us bring new medicines 
to Canadians and patients worldwide.”  



Pharma Bio World26 | February 2025

Union Budget 2025 has been recently been announced 
by Finance Minister Nirmala Sitharaman. FM announced 
that 36 life-saving drugs would be exempted from basic 
customs duty.

�����
�������
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2025 Union Budget: 
Industry Leader’s Reaction

The Union Budget 2025 has brought several positive 
developments for the pharma industry, including full 
exemption from basic customs duty on 36 lifesaving 
drugs and concessional duty of 5% on 6 more. The 
government’s decision to fully exempt specified drugs 
under Patient Assistance Programmes (PAPs) and add 
37 new medicines along with 13 additional PAPs will 
significantly improve access to critical medicines and 
reduce treatment costs for patients in need.

The announcement to set up Day Care Cancer Centres 
in all district hospitals over the next three years—
starting with 200 in 2025-26—is a commendable step in 
strengthening cancer care infrastructure. This initiative 
will provide patients with first-hand assistance from 
healthcare professionals while easing the burden on 

tertiary hospitals and ensuring timely treatment closer to home.

While these are welcome steps, we had hoped for a stronger push towards pharmaceutical R&D. Increasing 
allocation beyond the current 1% of GDP, raising the weighted tax deduction for R&D expenditure from 100% to 
200%, and swiftly rolling out the Research Linked Incentive scheme remain critical to fostering drug innovation. 
We urge the government to consider these priorities to further bolster research in India’s pharma industry and 
healthcare ecosystem.”

“Given the under-penetrated healthcare infrastructure 
in the country, increased budgetary allocation towards 
the sector by 11.0% for BE FY2026 from RE FY2025, is 
a welcome move. Exemption of customs duty on 36 
additional life-saving drugs/medicines, addition of six 
medicines at concessional customs duty and setting up 
day care cancer centres at all district hospitals will benefit 
patients and the healthcare ecosystem. Further, 10,000 
additional medical seats with a goal of adding 75,000 
seats over the next five years will improve the availability 
of medical personnel. Thrust on medical tourism and ‘Heal 
in India’ programme will support demand for healthcare 
services,”.

Saransh Chaudhary
President, Global Critical Care, Venus Remedies 
Ltd and CEO, Venus Medicine Research Centre

Kinjal Shah
Senior Vice President and Co-Group Head, 

Corporate Ratings, ICRA Limited
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2025 Union Budget: 
Industry Leader’s Reaction

“The Union Budget 2025-26 stands out as one of the most impactful for 
the healthcare sector in recent times, reinforcing the government’s vision 
of an a� ordable and comprehensive healthcare system as a key pillar of 
Viksit Bharat. The significant investments in cancer care, expansion of 
medical education, and promotion of Heal in India and medical tourism 
will play a crucial role in strengthening India’s healthcare infrastructure.

The establishment of 200 district-level daycare cancer centers and 
exemption of essential medicines from basic customs duties will greatly 
enhance accessibility to critical treatments. The addition of 10,000 medical 
seats this year, with a vision to add 75,000 in the next five years, is a crucial 
step toward addressing the healthcare workforce gap.

The government’s strong push for private sector participation, backed by 
regulatory reforms and a ₹1.5 lakh crore infrastructure push, will create 
new opportunities for innovation and investment. The proposed AI 
Development Center and regional skilling hubs with global collaborations 

will help modernize healthcare delivery and diagnostics.

Furthermore, the expansion of telemedicine through broadband connectivity in primary health centers will 
improve access to care for rural patients. The increased credit cover for MSMEs and startups, coupled with 
a trust-based regulatory framework, will foster a more conducive business environment.

Overall, this budget lays a strong foundation for a robust healthcare ecosystem, ensuring quality healthcare 
reaches every citizen while also strengthening India’s position as a global healthcare hub.”

The rising burden of cancer and other life-threatening conditions makes this 
year’s budget a significant step toward improving patient access to critical 
treatments. With approximately 70 million people a� ected by rare diseases, 
80% of which are genetic, the government’s decision to fully exempt 36 
lifesaving drugs from Basic Customs Duty (BCD) and extend concessional 5% 
duty to six additional medicines will substantially lower treatment costs and 
enhance a� ordability. 

Furthermore, extending full BCD exemption to 37 more medicines under 
Patient Assistance Programs, along with 13 new such programs will ensure a 
broader access to essential medicines at no cost to patients. 

The government’s commitment to advancing healthcare and building an 
integrated ecosystem for biotechnology is further reflected in the increased 
budget allocation for the Department of Biotechnology, rising from ₹2,460.13 
crore in 2024 to ₹3,446.64 crore in 2025, an almost 40% increase. The budget 
also reflects a forward-looking investment strategy with ₹20,000 crore allocated 
for private-sector research, which should be strongly leveraged by the Pharma 
and biopharma sector to enable drug discovery and localized manufacturing.

Ankush Kapoor
CEO and Founder
PharmNXT Biotech

Anand K 
Managing Director & CEO

Agilus Diagnostics 
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“The Union Budget 2025 reflects the government’s 
strong commitment to strengthening India’s healthcare 
ecosystem through progressive and patient-centric 
initiatives. The plan to establish 200 daycare cancer 
centers in the next fiscal year, as part of a broader e� ort 
to equip all district hospitals with such facilities over 
the next three years, is a pivotal step toward enhancing 
accessibility to specialized cancer care, particularly in 
underserved regions.

Ahead of the budget, we emphasized the need for 
policy-level clarifications, particularly the expansion 
of exemptions for life-saving drugs and oncology 
medications from import duty to reduce treatment costs. 
We are pleased with the addition of 36 new medicines 
to the list of drugs fully exempt from customs duty, along 
with 6 new drugs that qualify for partial exemptions. 

Additionally, 13 patient assistance programs have been included under this exemption framework, which will 
further ease the financial burden on patients requiring critical therapies.  

The introduction of a national framework to promote Global Capability Centers (GCCs) in tier-two cities is a 
positive step, and we look forward to their establishment and the resulting economic boost. While some gaps 
remain, OPPI is committed to facilitating and partnering with the government to bridge these gaps and ensure 
successful implementation. Additionally, the increase of 10,000 medical seats this year, with a goal of 75,000 
additional seats over five years, reflects a decisive push towards bridging the talent gap and building a skilled 
healthcare workforce.  

These initiatives collectively pave the way for a stronger, more inclusive, and innovation-driven healthcare 
landscape in India. We remain committed to working alongside policymakers to further strengthen the sector 
and address areas that require continued attention.”

Anil Matai
Director General, Organisation of Pharmaceutical 

Producers of India (OPPI)
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“Among the ten broad areas outlined in the Union 
Budget 2025-26, two—Investing in People, Economy, 
and Innovation and Nurturing Innovation—are highly 
relevant to India’s life sciences sector. The ₹20,000 crore 
allocation for private-sector-driven R&D, along with 
the proposed Deep Tech Fund of Funds, underscores 
the government’s commitment to promoting biotech 
and medtech innovation.

This strategic investment is expected to accelerate 
cutting-edge research, translational medicine, and 
breakthrough discoveries, strengthening India’s 
position as a global hub for life sciences R&D. The 
emphasis on deep tech and innovation-driven 
enterprises will facilitate greater collaboration between 
academia and industry, creating an ecosystem 

conducive to high-value research and technology commercialization.”

Vishal Goel
MD, Rx Propellant
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Essential Phospholipids: A Promising Candidate for Easing 
Inflammatory Bowel Disease

The occurrence of IBD shows geographical 
variations, with higher rates observed in Europe 
and North America, in contrast to lower rates in 

Asia. In India, recent research conducted by the IBD 
Center of the Asian Institute of Gastroenterology (AIG) 
has indicated a significant increase in the prevalence 
of IBD, showing a surge from 0.1% in 2006 to over 
5% in 2023. The study also highlights that IBD now 
constitutes more than 5% of individuals experiencing 
lower gastrointestinal symptoms, including chronic 

abdominal pain, alterations in bowel habits, and 
persistent diarrhoea.

Currently, there is no definitive cure for IBD. The 
approach typically involves the lifelong use of 
maintenance drugs. Traditional treatment methods 
often lack the accuracy to target specific inflammatory 
sites, resulting in limited effectiveness. Often, these 
treatments also carry the risk of severe side effects 
due to the systemic redistribution of drugs.

Arun Kedia
Managing Director, VAV Lipids

Inflammatory bowel disease (IBD) is characterized by persistent and chronic inflammation of 
tissues within the gastrointestinal tract. The two predominant forms of inflammatory bowel 
disease are ulcerative colitis and Crohn's disease. As many as 10% of cases of IBS show the 
symptoms of both Crohn's disease and ulcerative colitis.

While Crohn's disease a� ects the small and large intestines, mouth, oesophagus, stomach and 
anus, ulcerative colitis mainly impacts the colon and rectum, leading to superficial mucosal 
damage.

Arun Kedia emphasizes about the use of Phospholipids in Inflammatory Bowel Disease (IBD) 
Management.
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To find an effective solution to these challenges, 
continuous research is underway that increasingly 
delves into developing targeted drug delivery systems. 
These cutting-edge strategies aim to transport drugs 
directly to inflammation sites, improving the drug's 
effectiveness while reducing side effects.

Use of Phospholipids in IBD Management: An 
Overview

During research, one approach that has shown immense 
potential in addressing IBD and ulcerative colitis is 
phospholipids. These complex lipids, consisting of 
phosphoric acid, a nitrogen base, alcohol, and fatty 
acids, have shown remarkable biocompatibility and 
distinctive amphiphilic properties. An amphiphile is 
a chemical compound with both hydrophilic (water-
attracting) and lipophilic (fat-attracting) properties. 
These distinct characteristics are why phospholipids 
are so well-suited for use as essential pharmaceutical 
excipients.

A specific category of phospholipids that have attracted 
interest due to their potential to reduce inflammation is 
marine phospholipids. These phospholipids are filled 
with beneficial polyunsaturated fatty acids (PUFAs). 
They naturally occur in a tightly packed form, making 
them very stable and resistant to damage, and the 
body can use them efficiently.

What's more, these phospholipids play a significant 
role in reducing inflammation. They achieve this by 
influencing specific elements regulating inflammation 
and producing substances that contribute to calming 
inflammatory responses.

The distinctive structure of these phospholipids, 
featuring a water-repelling tail and a water-
attracting head, allows them to form tiny structures 
known as micelles or liposomes when mixed with 
water. These structures, coupled with the inherent 
stability and resistance to damage intrinsic in 
marine phospholipids, offer an exciting possibility for 
therapeutic applications.

Recent research has also focussed on 
phosphatidylcholine (PC) in marine phospholipids 
for managing ulcerative colitis. People with ulcerative 
colitis exhibit a noticeable deficiency of PC in the 

colonic mucus. Clinical trials supplementing PC to 
the colonic mucus have shown reduced inflammation.

Two-pronged Benefits of 
Phosphatidylcholine 

The notion that PC could have a role in ulcerative 
colitis originated while studying the mucus in the 
rectal wall during rectoscopy. In patients with 
ulcerative colitis who were in remission, the levels 
of PC were significantly lower compared to healthy 
individuals. This pattern persisted in people with 
active ulcerative colitis when studying mucus during 
colonoscopy. These findings prompted researchers 
to initiate clinical studies to investigate whether 
supplementing the deficient phosphatidylcholine in 
the mucus could alleviate inflammation in ulcerative 
colitis.

PC's protective functions include establishing a 
hydrophobic barrier on the mucus surface providing 
a shield for underlying tissues against harmful 
substances. Tests on samples of ulcerative colitis 
patients showed that they have less of this protective 
shield. This hydrophobic barrier acts as a frontline 
defence mechanism, preventing the attachment 
and penetration of substances that could serve as 
invasive agents.

Additionally, the phospholipids in the mucus become 
integral to the outer layer of cells in the intestines, 
influencing signal processes in the mucosa. PC has 
demonstrated the ability to reduce inflammatory 
responses, such as stopping the assembly of specific 
cell structures and preventing the activation of certain 
inflammatory genes.

In a nutshell, PC brings double benefits: it not only 
possesses anti-inflammatory properties but also 
reinforces the protective qualities of the mucus layer. 
This dual functionality makes it a promising panacea 
for treating inflammatory bowel diseases.

Within the digestive system, PC exists in two forms 
– within mucus structures and as a surface layer. 
It engages with mucins (proteins in the mucus) to 
create a protective barrier that thwarts bacterial 
invasion. PC also controls cell signalling associated 
with inflammation, impacting receptor locations, 
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signal activation, and production of inflammatory 
substances. The interaction of these actions plays 
a crucial role in regulating the body's inflammatory 
response.

Role of Supplements in Managing IBS 

Given these findings, the prospect of oral supplements 
with marine phospholipids emerges as a feasible 
method to reduce inflammation in ulcerative colitis 
and IBS. This supplementation is a rich source of 
both phosphatidylcholine and Omega-3 fatty acids.

The possible advantages extend to integrating 
phospholipids into cell membranes, restoring 
phosphatidylcholine content in colonic mucus and 
providing the essential nutrient choline.

On a broader scale, adopting approaches centred 
around phospholipids can transform the treatment 
ecosystem for individuals dealing with inflammatory 
bowel diseases. As research in this domain continues, 
the possibilities for tailored treatments harnessing 
the distinctive properties of phospholipids are poised 
to grow.

Understanding the properties of essential 
phospholipids, notably phosphatidylcholine, brings 
forth several pathways for IBD management. With 
their unique properties and capacity to regulate 
inflammation, phospholipids have immense 
potential for targeted drug delivery and therapeutic 
supplementation.

Further research in the field will continue to show 
how their use in conventional treatments may offer 
hope and respite to people struggling with IBD. 
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Leveraging the Potential of Generative AI to Deliver Enhanced 
Patient Outcomes

AI in the life sciences space 
Life sciences organizations are investing in 
generative AI across various functions, including 
R&D, Manufacturing, Commercial, and Medical 
A� airs, as well as several other corporate functions. 
R&D focuses on drug discovery, molecular design, 
clinical development, and trial design, with estimated 
e� iciency gains of 20-30%. Manufacturing leverages 
generative AI for quality management, achieving 
similar anticipated e� iciency improvements. On 
the commercial side, applications such as content 
creation, personalization, faster review processes, 
marketing/sales, market access, and patient services 
o� er revenue growth, cost savings, and improved 
e� iciency.

Sometimes challenges can hinder progress
Challenges can be categorized into intrinsic and 
extrinsic factors. Intrinsic factors include data 
strategy, immature platform bets, integration 
issues with existing solutions, and governance. 
Extrinsic factors encompass talent acquisition and 
retention and inadequate change management 
strategies. Addressing these challenges is crucial 
for organizations to overcome the “failure to launch” 
syndrome and unlock the true potential of generative 
AI.

The past few years have seen widespread proliferation of artificial intelligence (AI) in 

multiple aspects of our everyday life. When we talk about offering quality healthcare, the 

life sciences industry, especially all major pharma companies, have adopted the latest 

in technological trends and efficiencies to fulfill the promise of delivering transformative 

outcomes for improved patient health. 

Suman Giri, Vice President & Global Head of Commercial Data Science and Analytics 

Solutions, Pfizer emphasizes about how Life sciences organizations are investing in 

generative AI across various functions and strategies to accelerate the application of AI.

Actionable strategies to accelerate the 
application of AI
To advance and accelerate the application of AI in 
life sciences, companies must focus on three key 
strategies: data strategy, financial and partnership 
strategy, and talent and change management strategy.

• Data Strategy: Organizations must develop 
a comprehensive data strategy that includes 
handling unstructured data, implementing 
appropriate tagging mechanisms, and 
preparing for a multi-modal world. Compliance 
considerations should be integrated from day 
one to ensure data integrity and regulatory 
compliance. 

• Financial and Partnership Strategy: Companies 
should align AI use cases with their business 
strategy and evaluate the build vs. buy vs. partner 
options. This strategic approach helps identify 
areas where partnerships or acquisitions can 
accelerate progress and maximize value.

• Talent and Change Management Strategy: 
Equipping both technical and business teams 
with the necessary skills is crucial. Organizations 
should invest in training programs to enhance 
technical expertise and provide e� ective 
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expectation management for business teams. 
Change management strategies should be 
implemented to foster a culture of AI adoption and 
ensure smooth organizational transformation.

Despite the challenges, there is a growing sense of 
optimism in the industry. Compliance language is 
evolving, enabling organizations to navigate regulatory 
complexities more e� ectively. The build vs. buy vs. 
partner strategy is being refined, allowing companies 
to leverage external expertise and resources where 
needed. 

In the life sciences and pharma industry, a clear focus 
on a few high-potential use cases has emerged, 
providing a roadmap for scaling AI applications. Last 
year, Pfizer launched its first ever dedicated commercial 
analytics centre in India, called the Analytics Gateway. 
The centre is aimed at accelerating data science and 
analytics solutions to meet the evolving patient needs 
and deliver stronger patient outcomes.    

Shaping the future of healthcare
Generative AI holds immense promise for the life 
sciences industry, with the potential to revolutionize 
drug discovery, manufacturing, commercial operations, 
and patient services. By developing comprehensive 
data strategies, aligning AI initiatives with business 
goals, and with a mindset of continuous improvement, 
the life sciences industry can harness the power of 
generative AI to drive innovation, improve patient 
outcomes, and shape the future of healthcare.  

Suman Giri
Vice President & Global Head of Commercial 
Data Science and Analytics Solutions, Pfizer 
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Role of mature Quality Culture to prevent drug shortages

A study of 650 physicians in US found that 79% 
of physicians had patients who experienced 
di� iculty obtaining a medicine due to drug 

shortage. In case of cardiologists, dermatologists, and 
rheumatologists, the percentage was over 85%. As 
per the report published by USFDA 62% of the drug 
shortages in the calendar year 2013 to 2017 are mainly 
due to Quality issues. The percentage was reduced to 
40% in 2022 – 2023. 

The supply disruptions were mainly due to two reasons 
such as Bad inspectional outcome and Market recalls 
due to quality concerns.

Inspection Management
Our focus need to be change from compliance centric 
to patient centric. We are dealing with Drugs and if a 
small dosage of the drug can cure then a small impurity 
present in the same drug can be life threatening to 
the patient. Audit or inspection is a bare minimum 
regulatory requirement which is nothing but a license 
to sell our medicine. 

So we cannot contemplate 5 days or 10 days inspection 
will determine our quality of the medicine. We need 
to remember that might be our family members could 
consume the medicine. We are dealing with sick 
people, sometimes with the people who are in the 
roller coaster ride of life and death; they are taking 
our medicine with high hopes that they will  be cured 
after taking our medicine. So, in simple words we are 
dealing with a field where we bring ray of hope in the 
darkest phase of a patient life. 

Over the past few years, the term “Quality Culture” has become quite a buzzword.  

Subhrangshu Chaudhury - Vice President & Head of Quality-Centaur Pharmaceuticals 

Pvt. Ltd emphasizes about how quality culture plays significant role in pharma industry.

In other industry if quality of a car or a mobile is 
substandard then we can replace the same with 
another car or mobile but in pharma we cannot replace 
a life with another life. 

Supply disruptions: Supply disruption can happen 
due to recalls like the Nitrosamine saga we all are 
aware of or some products that is  developed in hurry 
to meet the deadline to achieve the market may fail in 
the commercial production. So here also it relates to 
culture of the organisation. 

Other frequent causes of supply disruption may be 
found in day to day events such as  

• Out of Specifications

• Deviations 

• Machine breakdowns  

In such scenario, we need to understand that to reduce 
these disruptions we need to improve our quality 
culture; like when we are investigating an OOS; what 
is our culture to close the investigation? Is our culture 
to somehow invalidate the OOS and release the batch 
or to identify that exact root cause and find the true 
quality of the batch and take a CAPA so that similar 
OOS should not happen again? 

Similarly when we are closing a deviation whether 
our culture is to just close the deviation in the month 
end and release the batch with ‘Training’ as a CAPA or 
are we trying to identify the exact root cause so that 
in future this deviation should not come and disrupt 
our day to day activity or more over similar market 
complaint should not come in future. 
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What is our culture to perform the preventive 
maintenance? Are we doing predictive maintenance 
instead of preventive maintenance?

Before having an out of specification there will be 
some out of trend so are we taking proactive measure 
to prevent the out of specifications during out of trend 
investigation? Similarly, before going for a machine 
breakdown, machines will give some alarms. So as 
a company culture are we trending those alarms or 
trying to predict when the breakdown may happen 
and taking a proactive preventive maintenance which 
is called predictive maintenance? 

So it all encapsulates to “Quality culture” 
but who hold the baton of quality culture - 
management or shop floor? 
Culture always start from the TOP. Leadership plays a 
crucial role to set the tone of the organisational culture. 
So when we are canvassing about the strategies 
to promote the transparency in the organisation, 
incipiently we have to think that whether the senior 
leadership in the organisation are ready to hear bad 
news? Because down the line at operator level or 
analyst level people will only divulge those things 
which are preferred by their higher authority and 
leaders. To promote transparency, we need to promote 
the “speak up” or “VoE” (voice of employee) culture 
in the organisation. Operators and analysts are the 
only person who know the real picture of shop floor 
so if we pay attention to their words and encourage 
them to share the real picture then definitely we can 
incorporate lot of precautionary measures in our 
system proactively. 

To promote accountability, we need to promote 
empowerment.  If we only promote “speak up” or “VoE” 
culture without empowerment then we all will get to 
hear the same line “yeh toh sab ko pata hai” (Everyone 
knows it). “Sab ko pata hai” (everyone knows) is ok 
but the onus lies with whom to correct the same? If we 
take example of the automobile industry in Japan, we 
can easily find out, they empowered an operator also 
to pause the production line if any inaccurate incident 
happened and rectify it. Similarly, we also need to 
empower our lowest down the line person to take the 
necessary action in case of any inaccurate incident. 

Finally, in Quality Management Maturity white paper 
published by USFDA it is eloquently written that 
“Quality culture is an environment in which those 
who have responsibility for oversight and control 
over manufacturing taking ownership for quality. 
Empowered employees will be always engaged and 
engaged employees understand and care about how 
their roles within the organization impact patients and 
consumers, product quality, and product availability. 
Engaged employees at all levels take ownership and 
are empowered to identify, communicate, escalate, and 
initiate changes that continuously improve processes, 
procedures, and practices”.  

Subhrangshu Chaudhury 
Vice President & Head of Quality
Centaur Pharmaceuticals Pvt. Ltd

Author
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Pharma exports to grow at CAGR of 9-10% by FY27-CARE Ratings 

The US market remains critical, accounting for 
38% of India’s pharmaceutical exports. North 
American markets experienced a 13% growth in 

FY24, while European, African, and Asian markets saw 
growth rates between 7% and 8.5% in same period. 
Additionally, India continues to lead in ANDA approvals, 
maintaining a growth momentum of about 10% in the 
export market. The strong pipeline and compliance 
with regulatory standards 
ensure that India remains 
a key player in the global 
pharmaceutical industry.

Indian pharma exports 
growth driven by 
both regulated and 
pharmerging markets:

The exports of pharma 
products both to regulated 
and pharmerging markets 
are expected to rise gradually. 
CareEdge expects India’s 
pharma export to grow at 
around 9%-10% during the 
next three years i.e. till FY27 
with major contribution 

India’s pharmaceutical exports are projected to grow at Compounded annual growth rate 

(CAGR) of 9-10% until FY27, primarily driven by the production of cost-effective generic 

formulations, an aging global population, patent cliff and opportunity from CRAMS. 

Growth in regulated markets will be propelled by new product launches and the easing 

of pricing pressures. In pharmerging markets, increased generic penetration and new 

product launches will be key drivers. The bulk drug segment will benefit from contract 

manufacturing and the China +1 strategy. 

D. Naveen Kumar, Associate Director, CARE Ratings Ltd and Pulkit Agarwal, Director, 

CARE Ratings Ltd predicts an growth of Indian pharma exports by 9% led by production 

of cost-effective generic formulations, and opportunity from CRAMS.

coming from the generic formulations. Indian pharma 
companies are one of the cost competitive producers of 
generic formulations. Changing world demography with 
larger number i.e. about 30-35% of population expected 
to fall in the range of 50 – 70 years which combined 
with lifestyle related diseases would benefit the growth 
of industry. Further with greater focus by top 20 pharma 
companies of India on R&D of complex and specialty 

  

CareEdge ratings expects the growth in formulations in regulated market is expected to be driven 

by 2 primary reasons 

a. New product launches in complex generics, specialty chemicals and products going off 

patent 

b. Abating of pricing pressure  

While the growth in pharmerging formulations markets is expected on account of increase in 

generic penetration, launch of new products, depreciating currency, however the growth 

prospects are also dependent upon availability of forex reserves in these countries. Nevertheless 

exploration of new markets is also expected to drive the growth of pharmerging formulations by 

about 8%. 

Now coming to bulk drugs, revival of exports from China or launch of price war by the Chinese 

bulk drug companies can significantly pose downside risk for Indian bulk drug industry at least in 

medium term. Nevertheless CareEdge expects that the shift in contract manufacturing by global 

pharma players and China +1 strategy adopted by them for sourcing bulk drugs for branded 

generics in regulated markets would benefit the industry in medium term thus leading the growth 

by about CAGR of 4-5% by FY27. 

Specific market which is expected to drive the export growth  
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Indian pharma exports to grow at CAGR of about 9% by FY27 

Source: CMIE and compiled by CareEdge Ratings 
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generic, CDMO and bio-similar products are expected 
to drive the export growth.

CareEdge ratings expects the growth in formulations in 
regulated market is expected to be driven by 2 primary 
reasons:

a. New product launches in complex generics, 
specialty chemicals and products going o� patent

b. Abating of pricing pressure 

While the growth in pharmerging formulations 
markets is expected on account of increase in generic 
penetration, launch of new products, depreciating 
currency, however the growth prospects are also 
dependent upon availability of forex reserves in these 
countries. Nevertheless exploration of new markets 
is also expected to drive the growth of pharmerging 
formulations by about 8%.

Now coming to bulk drugs, revival of exports from 
China or launch of price war by the Chinese bulk drug 
companies can significantly pose downside risk for 
Indian bulk drug industry at least in medium term. 
Nevertheless CareEdge expects that the shift in contract 
manufacturing by global pharma players and China +1 
strategy adopted by them for 
sourcing bulk drugs for branded 
generics in regulated markets 
would benefit the industry in 
medium term thus leading the 
growth by about CAGR of 4-5% 
by FY27.

Speci�c market which is 
expected to drive the export 
growth 

Across the globe US contributes 
about 40-45% of pharma share 
which is significantly higher. 
Thus when it comes to exports, 
the presence in US markets 
plays a critical role. As we can 
see from below pie chart that 
38% of the total exports is 
being garnered from US market 
followed by UK and South Africa. 

Exports showed robust growth, 
especially in the North American 
market, which comprises 
about 41% of India’s total 

pharmaceutical exports. After witnessing significant 
pricing pressures post COVID-19 up to FY23, the region 
saw a turnaround with a growth rate of approximately 
13% in value during FY24. Contributing factors included 
the easing of pricing pressures, revitalization of biotech 
funding, the launch of specialty products, and deeper 
penetration in the generic market. European, African, 
and Asian markets reported growth rates between 7% 
and 8.5% during FY24. Overall, exports grew by 10% in 
FY24, with regulated markets achieving a growth rate of 
11% and semi/unregulated markets growing by around 
7%.

Exploiting the opportunity presented by patent 
expiries:

Patent expiry allows the generic drugs to penetrate 
in market. Over next 2-3 years till 2026, the patented 
products worth USD 125 billion are going o�-patent. 
This provides a large opportunity to Indian generic 
formulation companies. Many of the Indian pharma 
companies are already working to develop the generic 
version of patented products to seize the upcoming 
opportunity.  It is expected that Indian pharma companies 
may get around USD 3.5 to 4 billion opportunity due to 

Source: CMIE and compiled by CareEdge Ratings
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patent expiry within next 2-3 years. 

CRAMS the next league of growth 

Discovery and development of a new drug is a lengthy 
and complex process, generally involving 10-15 years 
of time with investments running in billions (more than 
USD 5 billion). More than ever, the innovator companies 
are looking for partners across the pharmaceutical value 
chain to encourage innovation, optimise costs, enhance 
e�iciency, flexibility and productivity through the 
various stages of drug discovery to development. Indian 
CRAMS players o�er a complete end to end solution 
viz. right from the drug discovery and preclinical studies 

Exploiting the opportunity presented by patent expiries: 

Patent expiry allows the generic drugs to penetrate in market. Over next 2-3 years till 2026, the 

patented products worth USD 125 billion are going off-patent. This provides a large opportunity 

to Indian generic formulation companies. Many of the Indian pharma companies are already 

working to develop the generic version of patented products to seize the upcoming opportunity.  

It is expected that Indian pharma companies may get around USD 3.5 to 4 billion opportunity due 

to patent expiry within next 2-3 years.  

CRAMS the next league of growth  

Discovery and development of a new drug is a lengthy and complex process, generally involving 

10-15 years of time with investments running in billions (more than USD 5 billion). More than 

ever, the innovator companies are looking for partners across the pharmaceutical value chain to 

encourage innovation, optimise costs, enhance efficiency, flexibility and productivity through the 

various stages of drug discovery to development. Indian CRAMS players offer a complete end to 

end solution viz. right from the drug discovery and preclinical studies to drug development and 

manufacturing. The segment has grown over time from simple molecule research and 

manufacturing to manufacturing of complex molecules requiring high end research. 

The presence of a large talent pool, large globally accredited plants, strong adherence to 

Intellectual Property rights, efficient and reliable delivery timelines, China plus one policy, low 

cost and deep research acumen has made India as the preferred destination for global pharma 

innovators. 

Source: Evaluate Pharma - World preview 2020

to drug development 
and manufacturing. The 
segment has grown 
over time from simple 
molecule research 
and manufacturing to 
manufacturing of complex 
molecules requiring high 
end research.

The presence of a large 
talent pool, large globally 
accredited plants, strong 
adherence to Intellectual 

Property rights, e�icient and reliable delivery timelines, 
China plus one policy, low cost and deep research 
acumen has made India as the preferred destination for 
global pharma innovators.

With passage of Bio-secure act by US government, 
CareEdge believes that Indian pharma companies 
operating in the CDMO and CRO segments are 
likely to reap benefits from increased orders from 
US pharma companies over the next 12-18 months. 
Indian companies, in anticipation, have incurred 
significant capex over the past two years as a matter of 
preparedness to exploit the opportunity. 

With passage of Bio-secure act by US government, CareEdge believes that Indian pharma 

companies operating in the CDMO and CRO segments are likely to reap benefits from increased 

orders from US pharma companies over the next 12-18 months. Indian companies, in 

anticipation, have incurred significant capex over the past two years as a matter of preparedness 

to exploit the opportunity.  

Traditionally the CDMO has reported growth of about 10% forming about 10-15% of Indian 

pharmaceutical industry market size i.e. about USD 5-8 bn dollars, however considering the 

above developments from neutral perspective the industry is expected to reach USD 7-11 bn and 

taking an optimistic view of 18% growth rate the industry is expected to reach USD 9-13 bn. 

Indian pharma continues to bag major share in ANDA approvals: 

One of the important pharma exports growth drives that is mentioned above was that launch of 

new products. The chart below presents the details wrt number of ANDA approvals granted by 

USFDA for Indian pharma companies during last 6-7 years and it is being observed that out of the 

Source: Compiled by CareEdge Ratings Source: Compiled by CareEdge Ratings
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Traditionally the CDMO has reported growth of about 
10% forming about 10-15% of Indian pharmaceutical 
industry market size i.e. about USD 5-8 bn dollars, 
however considering the above developments from 
neutral perspective the industry is expected to reach 
USD 7-11 bn and taking an optimistic view of 18% growth 
rate the industry is expected to reach USD 9-13 bn.

Indian pharma continues to bag major share in 
ANDA approvals:

One of the important pharma exports growth drives that 
is mentioned above was that launch of new products. 
The chart below presents the details wrt number 
of ANDA approvals granted by USFDA for Indian 
pharma companies during last 6-7 years and it is being 
observed that out of the total ANDA approvals granted 
by USFDA across the globe, Indian Pharma companies 
contributed 48% with more than 350 approvals during 
CY22 and CY23. With about 400 USFDA approved 
plants and strong ANDA pipeline to be launched, it is 
expected that India will lead the patent cli�  opportunity 
in US, maintain the growth momentum of about 10% 
going forward.

Conclusion

In conclusion, the Indian pharmaceutical exports is 
poised for significant growth in the coming years, 
driven by its competitive edge in generic formulations, 
demographic shifts, and increased focus on R&D for 
complex and specialty generics. The industry’s export 
growth is expected to be robust, particularly in regulated 
markets like the US, which plays a critical role due to its 
substantial share of global pharma exports.

The anticipated opportunities from patent expiries 
and the evolving landscape of CRAMS (Contract 

Research and Manufacturing Services) further bolster 
the industry’s prospects. Despite potential challenges 
from Chinese bulk drug companies, the strategic shift 
towards contract manufacturing and the China +1 
strategy are expected to mitigate risks and support 
growth. Overall, the Indian pharma exports are well-
positioned to leverage these opportunities and maintain 
a strong growth trajectory of about 9%-10% CAGR 
through FY27. 

total ANDA approvals granted by USFDA across the globe, Indian Pharma companies contributed 

48% with more than 350 approvals during CY22 and CY23. With about 400 USFDA approved 

plants and strong ANDA pipeline to be launched, it is expected that India will lead the patent cliff 

opportunity in US, maintain the growth momentum of about 10% going forward. 

Conclusion:  

In conclusion, the Indian pharmaceutical exports is poised for significant growth in the coming 

years, driven by its competitive edge in generic formulations, demographic shifts, and increased 

focus on R&D for complex and specialty generics. The industry's export growth is expected to 

be robust, particularly in regulated markets like the US, which plays a critical role due to its 

substantial share of global pharma exports. 

The anticipated opportunities from patent expiries and the evolving landscape of CRAMS 

(Contract Research and Manufacturing Services) further bolster the industry's prospects. 

Despite potential challenges from Chinese bulk drug companies, the strategic shift towards 

contract manufacturing and the China +1 strategy are expected to mitigate risks and support 

growth. Overall, the Indian pharma exports are well-positioned to leverage these opportunities 

and maintain a strong growth trajectory of about 9%-10% CAGR through FY27. 

Authors: 

Pulkit Agarwal
Director
CARE Ratings Ltd

D. Naveen Kumar
Associate Director
CARE Ratings Ltd

Authors



FEATURES

Pharma Bio World40 | February 2025

Enhancing Healthcare Outcomes through Data and Digital 
Technologies: The Future of Medicine 

Empowering Patients and Providers Alike
As the pharma universe turns more competitive, fast, 
judicious decisions are key. Combining the real and 
digital realms can act as a game-changer. AI’s benefits 
extend to patients and providers through wearable 
technology and mobile health apps. These tools 
monitor health in real-time, o� er insights into disease 
monitoring and management, and foster a proactive 
approach to health maintenance, placing control in 
the hands of the patient and ensuring a collaborative 
patient-provider relationship. 

Digital tools can also certify product authenticity 
while delivering the right medicine to the right patient 
at the right time and place. 

Democratizing Access to Healthcare 
AI functions as a pillar for telemedicine, facilitating 
remote consultations and monitoring while dismantling 
geographical barriers to quality healthcare. Through 
AI-powered platforms, patients in remote areas access 
specialist care, and continuous monitoring becomes 
feasible, ensuring that high-quality care is a universal 
privilege, not a geographic lottery.

As technology becomes pervasive worldwide, the healthcare and pharmaceutical industries 

are also embracing data and digital technologies. In an era where innovation paves the 

way for advancements in every sphere, healthcare stands at the forefront, revolutionized 

by new-age digital technologies such as Gen AI and Artificial Intelligence (AI). However, 

as data, digital technologies and medicine intersect, the focus must remain on the patient. 

Puneet Chopra, Head of Data, Digital and Technology – Takeda India emphasizes 

about Digital Technologies and data through enhancing healthcare outcomes and patient 

centricity.

Even as digitalisation is underway, collaborations 
between governments or public and private players 
are required to make sure patients enjoy access 
to quality medications and timely interventions. 
Government interventions are best to drive patient 
access programmes and awareness initiatives. Where 
clinical outcomes are concerned, partnerships among 
private players also work well, such as those between 
fitness-tracking device firms and digital healthcare 
companies. 

Modernization of Manufacturing through AI 
and Smart Devices
Universal internet connectivity and the spread of smart 
devices have propelled pharma manufacturing into the 
connected age. By embedding IoT-enabled sensors 
in equipment, companies can access real-time data 
and insights while facilitating proactive maintenance, 
minimising downtime and enhancing the overall 
e� ectiveness of equipment. AI-enabled algorithms 
can also help in pinpointing patterns, optimising 
processes and predicting prospective issues, ensuring 
better decision-making and higher productivity. 



FEATURES

Pharma Bio World February 2025 | 41

Continuous Manufacturing, Collaboration 
and More
Digitalisation can also enhance pharma manufacturing 
through multiple means. Consider digital twin 
technology that allows manufacturers to make virtual 
replicas of their physical assets and processes by 
fusing the real and digital worlds. The digital twin helps 
in simulating scenarios and detecting problems early 
while predicting outcomes and optimising operations. 

Then there is continuous manufacturing that actively 
advances the development of continuous process 
concepts in pharma manufacturing. Many companies 
are adopting continuous production, producing 
active ingredients in compact, closed units with 
more automation and fewer manual interventions. 
Consequently, asset utilisation rises by almost 40%, 
with products made within days instead of months. 
By digitalising pharma plants, manufacturers reduce 
time-to-market and enhance overall quality and 
e� iciency.

The pharmaceutical industry reaps AI’s benefits 
through accelerated drug discovery processes. AI 
algorithms sift through vast datasets to predict which 
drug formulations could be most e� ective, significantly 
reducing the time and cost associated with bringing 
new drugs to market. This e� iciency expedites the 
availability of crucial medications and opens avenues 
for the exploration of treatments for diseases previously 
deemed untreatable. 

Ethical and Security Considerations 
As we explore AI’s potential, the ethical implications 
and the need for robust data security measures become 
paramount. Protecting patient data and ensuring AI’s 
ethical application requires vigilance, transparency 
and ongoing stakeholder dialogues. Even as pharma 
supply chains are digitalised, a greater need arises 
for data security and traceability across the drug 
supply chain. Herein, blockchain-based technologies 
are gaining prominence in increasing visibility and 
security. With blockchain, firms can track the entire 
journey of their drugs, including precise details that 
cover shipping and storage conditions. Since the 
records are stored in online digital ledgers visible to all 
authorised persons, it’s impossible to falsify this data.  

In Summation
The integration of technology into healthcare marks 
a pivotal shift towards a future where patient care is 
more personalized, e� icient and accessible. A ‘phygital’ 
approach blending physical and digital interventions 
is best to promote patient-centricity. AI-enabled smart 
devices are transforming pharma manufacturing even 
as VR is helping improve the quality of care while 
curbing costs. However, instead of a supply-side push, 
digital health strategies must be demand-driven to 
succeed. 

As digitalisation, personalisation and industry 
collaborations improve access to healthcare and curb 
prices, an enhanced need for data security is pivotal 
to prevent cyberattacks and ensure the safety and 
security of patient data. If the above precautions and 
protocols are implemented, digital healthcare is soon 
bound to become part of people’s daily lives. 

Puneet Chopra
Head of Data, Digital and Technology – 
Takeda India
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A Comprehensive De-Risking Strategy for Drug-Device 
Combination Products

Within APAC, the 
d r u g - d e v i c e 
c o m b i n a t i o n 

products market alone 
generated USD34 million 
in revenue in 2023. Moving 
forward, this market 
segment is projected to 
grow at a CAGR of 9.9% 
from 2023 to 2030, opening 
up plenty of opportunities 
for pharma companies 
operating in the region.

With more pharma 
companies turning 
their attention to 
the development of 
combination products, whether for existing drugs 
in vials or for new drugs, a key question arises: How 
can pharma companies navigate the challenges of 
transitioning from a vial system to a needle-based 
combination product? Specifically, what de-risking 
strategies can get the combination product launched 
and into the market faster while delivering a safe, 
e� ective, and positive patient experience?

In recent years, combination products have experienced a significant growth in popularity, 

driven primarily by the rise in chronic disease indications, the demands for self-administered 

therapies and technological advancements. In fiscal year 2022, there were 44 NDA and 

BLE applications which included combination products, accounting for one third of such 

applications in that time period.

Mike Ulman and Kok Li Kwang spoke about the opportunities and challenges for Drug-

Device Combination Products. They also highlighted three critical factors for a holistic 

de-risking strategy: the Patient, the Plan, and the Product.

Challenges in Combination Product 
Development 
An important part of combination product development 
is compiling the regulatory submission. Without 
approval from regulatory bodies, products do not make 
it into regulated markets. The regulatory landscape 
is ever-changing within the combination product 
development space and regulators now have a lot of 
direct combination product subject matter expertise. 
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As a result, there is an expectation from regulators 
that pharma companies that file a combination 
product application have a full understanding of the 
drug/biologic constituent, as well as an equally full 
understanding of the device constituent, which is not 
their forte.

The second challenge is that formulations and therapies 
are increasingly complex, and drug stability can be 
highly dependent on its potential interaction with the 
primary container and with its flow path. As such, the 
compatibility and performance of the related system 
critical components used with the drug/biologic 
constituent must be understood. Unlike vial systems, 
combination products have moving parts and often 
require lubrication or other modifications that can a�ect 
drug stability.

The third challenge is the need to deliver a great 
patient experience. The growing preference for self- or 
home-administration means that more medications are 
integrated with devices. However, devices must be easy 
to use and empower patients while addressing costs. 
This drives demand for an improved patient, or user, 
experience that may require an advanced drug delivery 
system.

And finally, with more competition among drugs 
treating the same disease, as well as the growth of 
generics and biosimilars, there is a greater need for 
product di�erentiation which can be achieved through 
an improved drug delivery system.

Considering these challenges, pharma companies are 
advised to adopt a focused approach when transitioning 
from a vial to a device driven combination product. This 
approach needs to include three critical de-risking 
factors: the Patient, the Plan and the Product.

The Patient
A proactive approach to obtaining first pass regulatory 
approvals must first de-risk the patient, who must 
always be the primary focus of the combination product. 
For example, as therapies become more complex and 
shift towards home administration, pharma companies 
are under pressure to bring more intricate devices to 
market that are also easy for patients to use.

However, this is not easy to achieve with constantly 
changing regulations and expectations that place more 
responsibility on pharma companies to prove that 
not only is their drug constituent safe and e�ective, 

which is their expertise, but to also show that the 
device constituent is safe, e�ective, reliable and with 
adequately designed-in human factors consideration, 
which are not facets of typical pharma company 
expertise.

Such systems for home administration must involve 
minimal thought for use. If instructions are unclear or 
confusing, or if the system has not been thoroughly 
tested for real world use, including potential misuse, 
this can result in a poor patient experience, patient pain, 
promote patient adherence challenges, compromise 
the therapy and impact overall market acceptance, 
possibly even face recall. 

Some of these outcomes can be a direct result of poor 
component selection, as discussed below, and must be 
thoroughly explored in Design Verification, in the Human 
Factors studies and in Design Validation. The patients 
and their ability to use the device must be considered at 
the start of any combination product project.

The Plan
Some companies first launch the product in the simplest 
presentation possible and only once a commercial 
success is seen do they initiate Lifecycle Management to 
a more advanced presentation. This is a risky approach 
since often these companies will find out too late that 
their product will be at a competitive disadvantage 
as they initiate Lifecycle Management e�orts too late. 
The results are higher overall costs, unfulfilled market 
potential and (possibly) loss of momentum to being the 
first on the market. 

Biosimilar and generic companies might underestimate 
the relentlessness of the originators to protect their 
brands and could be surprised to find that by the time 
they get their approval to launch the biosimilar or 
generic, the originator already converted the market to 
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an advanced presentation and the biosimilar or generic 
is left chasing the innovator.

Pharma companies should plan to start stability studies 
early on, using real-time and accelerated conditions. 
If drug or biologic stability will be a� ected by the new 
presentation, one would want to know sooner than later.

It is important to partner with suppliers that have 
component and system knowledge and a proven 
track record in successful regulatory submissions 
to help minimize surprises. The partner should 
have meaningful platform data, such as component 
extractables and device performance data packages 
that could be leveraged into device development to 
save time and resources. Furthermore, it is helpful 
to partner with industry subject matter experts to 
establish risk assessment linkages from components 
to the combination product. These linkages make it 
easier to avoid surprises, shorten timelines, improve 
operational e� iciencies that reduce costs and increase 
the probability of regulatory success.

All of this means that the combination product can 
be launched faster and with a competitive advantage, 
thereby serving diverse market needs and delivering a 
better patient experience which would lead to improved 
adherence to the pharmaceutical regimen.

The Product
De-risking the product begins with a thorough 
understanding of the user requirements to know 
exactly what the product needs to do. Based on that, 
the component manufacturers’ in-depth component 
knowledge regarding the materials’ chemical and 
physical interactions and the system integrator’s ability 
to navigate through proper component selection will 
result in an optimized device design. This can best 
be achieved by having a robust supply chain with 
experienced partners.

Risk Management and Testing Strategy
The combination product regulatory filing will require 
extensive laboratory testing for Design Verification. The 
testing will be based on risk assessments and consensus 
standards to confirm that the combination product 
protects the drug product, performs as intended and 
provides the best patient experience. 

When developing the component, device and 
combination product risk management strategies, 

ISO standards are particularly insightful when in risk 
discovery mode. The normative references therein are 
helpful in understanding overall device-component and 
individual component-to-component relationships. It is 
important to proactively and scientifically discover and 
address risks early in the development of a component, 
device, or process to allow oneself the opportunity to 
make the necessary changes.

A holistic functional suitability and fitness for intended 
use assessment must include other factors that will have 
a direct influence on the combination product system. It 
is important to understand system performance beyond 
the basics and this should, for example, include aspects 
related to fill-finish, environmental conditions for use 
and storage, as well as distribution cycles. 

In summary, when transitioning from a vial to a 
combination product system, the best approach is to 
have a holistic de-risking strategy with an intentional 
focus on the Patient, the Plan and the Product. It is 
vital to select partners with in-depth understanding 
of the evolving regulatory landscape, which have a 
systems mindset, industry partnerships and subject 
matter expertise in areas required to establish drug-
device suitability. With this approach, it is easier to 
avoid surprises, shorten timelines, improve operational 
e� iciencies that reduce costs, increase the probability 
of regulatory success, and ultimately reduce risk to the 
patient. 

Mike Ulman
Technology Manager, Packaging/Delivery, 
West Pharmaceutical Services, Inc.

Kok Li Kwang
Director, 
Scientific Affairs & Technical Services,
Asia Pacific, West Pharmaceutical Services 
Singapore Pte Ltd.
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Transforming Pharma Logistics: The Game-Changing Power of 
Real-Time Tracking

In a sector where timing and accuracy are paramount, 
the integration of real-time tracking technology 
is reshaping how pharmaceutical products are 

moved, stored, and monitored. This innovation is 
helping streamline supply chains, ensure the integrity 
of temperature-sensitive medications, and improve 
overall patient safety and satisfaction.

From enhancing visibility across the entire supply chain 
to utilizing predictive analytics for future improvement, 
the impact of real-time tracking on pharma logistics 
cannot be overstated. In this article, we explore how this 
technology is revolutionizing pharmaceutical logistics, 
reducing waste, minimizing delays, and improving 
patient outcomes.

Improved Supply Chain Visibility: A Step 
Towards Transparency
In pharmaceutical logistics, transparency and 
traceability are indispensable. Real-time tracking 
brings end-to-end visibility into the supply chain, 
allowing stakeholders to monitor every stage of the 
delivery process.

End-to-End Monitoring: Real-time tracking 
technologies provide visibility from manufacturing to 
the final point of delivery. By using GPS, RFID tags, 
and IoT sensors, stakeholders can pinpoint the exact 
location of shipments at any given time. This granular 

The pharmaceutical industry is undergoing a significant transformation, with logistics 

playing a critical role in delivering life-saving medications to patients worldwide. As per 

the report, the global pharmaceutical logistics market was valued at approximately USD 

91.4 billion and is projected to reach USD 154.0 billion by 2033, growing at a compound 

annual growth rate (CAGR) of 5.96%. 

Sarfraz Khan, Vice President Operations, Snowman Logistics emphasizes about 

transformation of pharma logistics and how Real-time tracking brings end-to-end visibility 

into the supply chain,

monitoring helps identify potential bottlenecks before 
they escalate into critical issues. According to a recent 
study, the global IoT market in logistics is expected 
to surpass $146 billion by 2033. The use of real-
time tracking gives companies the ability to predict 
potential delays and act proactively, ensuring smooth, 
uninterrupted deliveries. 

Proactive Decision Making: Logistics managers 
can make informed decisions by viewing live data on 
shipments. For example, if a delay is detected due to 
weather or tra� ic, they can reroute the shipment to 
ensure on-time delivery. The ability to respond in real-
time can reduce delivery failures significantly and 
ensure continuity, helping companies meet regulatory 
timelines and keep patients safe.

Improved Communication: Real-time data sharing 
creates a feedback loop between manufacturers, 
distributors, and logistics providers. Instant 
communication means that any changes in delivery 
schedules or conditions can be relayed immediately, 
preventing costly miscommunication. Real-time 
tracking enhances collaboration across stakeholders, 
making the supply chain more resilient and responsive.

Safeguarding Temperature-Sensitive 
Shipments: Preserving Product Integrity
A large percentage of pharmaceutical products, 
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including vaccines, biologics, and certain medications, 
must be stored and transported under strict temperature 
controls. This is where real-time tracking proves 
essential.

Cold Chain Monitoring: Temperature-sensitive 
shipments are highly vulnerable to temperature 
fluctuations during transit. The World Health 
Organization (WHO) estimates that up to 25% of 
vaccines are degraded by the time they reach their 
destination due to incorrect shipping conditions. By 
using IoT devices with sensors that monitor temperature 
and humidity levels, real-time tracking ensures that 
products remain within the required parameters 
throughout the journey. This reduces the risk of product 
spoilage, which can have dire consequences, especially 
in the case of critical medications like insulin or cancer 
therapies.

Deviation Alerts: If the temperature deviates from the 
acceptable range, stakeholders are immediately notified 
through automated alerts. These real-time notifications 
enable prompt corrective action, such as rerouting the 
shipment or adjusting cooling mechanisms. A recent 
study found that pharmaceutical companies that 
implement real-time tracking technology in their cold 
chain logistics reduce spoilage rates by 20%, saving 
both money and valuable resources.

Regulatory Compliance: Pharmaceutical logistics 
must comply with stringent global regulations such 
as the EU’s Good Distribution Practice (GDP) and the 
U.S. FDA’s Drug Supply Chain Security Act (DSCSA). 
Continuous monitoring through real-time tracking 
ensures that companies can provide detailed logs 
of temperature data, proving compliance with these 
regulations. Failure to comply can result in hefty fines 
and even recalls, so real-time tracking plays a pivotal 
role in safeguarding both patients and companies.

Reduction of Delivery Delays and Losses: A 
Game-Changer for E�iciency
Pharmaceutical products are often highly time-
sensitive, and any delays can disrupt patient care. 
The introduction of real-time tracking has significantly 
mitigated such risks.

Dynamic Route Optimization: GPS-enabled tracking 
systems allow logistics managers to access real-time 
tra�ic data, making route adjustments on the fly. This 
ensures that shipments take the fastest and least 

congested routes, preventing delays. The average time 
saved through route optimization can range from 10% 
to 20%, translating into faster deliveries and lower 
transportation costs. According to McKinsey, optimized 
logistics operations can lead to cost savings of up to 
$50 billion annually in the pharma sector alone.

Real-Time Problem-Solving: In the event of a 
disruption, whether it’s a vehicle breakdown, inclement 
weather, or road closures—real-time tracking allows for 
immediate troubleshooting. Companies can take swift 
corrective action to mitigate the chances of a delayed 
or lost shipment. This capability minimizes risks and 
protects the company’s reputation in the eyes of both 
healthcare providers and patients.

Minimal Waste: One of the major benefits of real-time 
tracking is the reduction in product waste, particularly 
for temperature-sensitive items. By keeping a close 
eye on temperature fluctuations and transit times, 
companies can avoid spoilage, resulting in fewer losses. 
The real-time monitoring of parameters also helps 
extend the shelf life of products, ensuring they arrive at 
their destination in optimal condition.

Boosting Patient Safety and Satisfaction: A 
Trust-Building Strategy
At the heart of pharmaceutical logistics is patient safety. 
Ensuring that medications reach patients in the right 
condition, at the right time, is non-negotiable.

Assurance of Product Quality: Real-time tracking 
ensures that medications are transported under the 
proper conditions, preserving their e�icacy. According 
to the National Institutes of Health (NIH), even a slight 
deviation in storage conditions can a�ect the potency of 
certain drugs. By closely monitoring these conditions, 
companies can provide assurance to healthcare 
providers and patients that the products they receive 
meet the highest standards of quality.

Increased Confidence: Patients and healthcare 
providers alike have greater confidence in 
pharmaceutical companies that use real-time tracking. 
It ensures that the entire delivery process is handled 
with care, reducing the risk of errors. This increased 
transparency and reliability not only enhances trust but 
also boosts customer loyalty, making real-time tracking 
a powerful tool for brand reputation.

Leveraging Data Analytics for Continuous Improvement
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The data collected through real-time tracking doesn’t 
just o� er insights into the current state of shipments, it 
also serves as a goldmine for future optimization.

Performance Insights: Tracking systems collect a 
vast array of data, from delivery times to environmental 
conditions along specific routes. These insights allow 
companies to analyze the e� iciency of their supply 
chains. For example, if a particular route frequently 
experiences delays, logistics managers can take steps 
to address it. Additionally, performance data can 
highlight areas where costs can be reduced or where 
processes can be improved.

Predictive Analytics: By analyzing historical data, 
companies can predict potential problems and take 
preemptive measures. Predictive analytics enables 
companies to forecast delays due to weather, tra� ic, or 
other disruptions, allowing them to plan alternate routes 
or delivery times. According to a report by Gartner, 
companies that incorporate predictive analytics into 
their logistics operations experience up to a 15% 
improvement in delivery performance.

Optimization of Processes: Over time, the data 
from real-time tracking systems can reveal trends 
and patterns that companies can use to refine their 
processes. For instance, by analyzing the performance 
of di� erent carriers, companies can select the most 
reliable ones for future shipments. This optimization 
leads to greater e� iciency and reliability, which 
ultimately benefits patients.

Real-Time Tracking in Pharma Logistics: A 
Glimpse Into the Future
As technology continues to evolve, the role of real-
time tracking in pharmaceutical logistics will only grow. 
Several emerging trends promise to further revolutionize 
the sector.

AI and IoT Integration: The integration of AI with IoT 
devices will provide even deeper insights into supply 
chain performance. AI algorithms can analyze data 
in real time, o� ering advanced predictive capabilities 
and enabling logistics managers to make even more 
informed decisions. The use of AI-driven systems 
could reduce delivery delays by an additional 10-15%, 
according to industry experts.

Blockchain for Data Security: Blockchain technology 
can enhance the security of real-time tracking data, 

ensuring that it remains tamper-proof. By creating a 
decentralized ledger, blockchain ensures the integrity 
and authenticity of tracking data, which builds trust 
across the supply chain. This is particularly important 
in the pharma sector, where falsified medicines are a 
serious concern.

Scalability: As the cost of real-time tracking technology 
continues to decrease, more pharmaceutical companies 
will adopt it. This widespread adoption will eventually 
make real-time tracking a standard in pharmaceutical 
logistics, ensuring that lifesaving medications reach 
patients quickly, safely, and e� iciently.

A New Era in Pharma Logistics
The impact of real-time tracking on pharmaceutical 
logistics cannot be overstated. By improving 
transparency, safeguarding temperature-sensitive 
products, and reducing delivery delays, real-time 
tracking is reshaping how pharmaceutical companies 
operate. As technology continues to advance, this 
innovation will play an even more critical role in ensuring 
the safe and timely delivery of medications to patients 
worldwide.

In a field where every second counts, the adoption of 
real-time tracking is not just a competitive advantage, 
it’s a necessity. For pharmaceutical companies looking 
to build resilient, patient-focused supply chains, real-
time tracking is the key to a future where e� iciency and 
safety go hand in hand. 

Sarfraz Khan
Vice President Operations, 
Snowman Logistics

Author
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Four Supply Chain Management Trends: 
Aspen Technology

Resilient and Sustainable Supply Chains
According to Professor Yossi She�i at MIT, supply chain 
resiliency is “the ability of a company to quickly respond 
or bounce back from a significant disruption.” 

Supply chain resiliency has, in fact, become a priority 
for some governments.

At the same time, a renewed focus on sustainability 
has emerged in many chemical companies as they set 
new targets to reduce energy use, emissions, and waste 
while governments include green energy policies in 
economic recovery packages. The lesson from the past 
year is that sustainability and resiliency are two sides of 
the same coin.

Supply chain digital twins can help manufacturers 
achieve their resiliency and sustainability goals. For 
example, AspenTech’s work with FP Corporation (FPCO), 

along with Time Commerce (an Aspen Implementation 
Services Partner), was recently recognized with a 2020 
Green Supply Chain Award from Supply and Demand 
Chain Executive. FPCO is the largest maker of plastic 
food containers and related packaging materials in 
Japan.

FPCO utilized Aspen Supply Chain Management (SCM) 
planning and scheduling to economically optimize 
its extensive supply chain on an ongoing basis and 
consistently supply more than 10,000 types of food 
containers to supermarkets across Japan, support food 
infrastructure, and build a recycling-oriented supply 
chain with the goal of a sustainable society. 

Managing Change through Sales & Operations 
Execution (S&OE) Digital Capabilities 
As every manufacturing company knows, things do not 
always go as planned. Supply and demand uncertainty 

The Aspen Supply Chain Management (SCM) planning and scheduling system used by FPCO to optimize its extensive supply chain.
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brings forth inevitable daily events and disruptions 
that must be managed. This can include production 
quality issues, logistics delays, last-minute changes 
to customer orders, etc. For most organizations, the 
pandemic amplified supply-and-demand disruptions to 
a whole new level.

We are seeing a trend in the market related to 
manufacturers wanting to become much more agile. 
This is driving numerous customers to implement Sales 
and Operations Execution (S&OE) processes and 
related digital solutions. S&OE is a process that allows 
manufacturers to align their day-to-day activities on 
an ongoing basis to achieve their longer-term Sales & 
Operations Plans (S&OP) while also improving agility.

The October 2020 Forbes article Hexion Is Blazing 
New Trails in Improving Profitability, authored by Steve 
Banker from ARC Advisory Group, focuses on how 
Sales & Operations Execution helps Hexion specialty 
chemicals improve profitability through high operating 
leverage and increased productivity. The article provides 
some insights into how “AspenTech’s collaborative 
platform allows the demand, inventory, production 
planning, capacity planning, and quality teams to 
interact and create better production schedules based 
on the inevitable disruptions that are occurring.

Extended Value Chain Integration and End-to-
End (E2E) Optimization 
Transportation fuels have historically been the biggest 
demand and end-use for crude oil. With the energy 
transition underway, demand for transportation 
fuels is expected to peak, driven by more e�icient 
combustion engine technologies and the transition to 
electrical vehicles. As this happens, refiners will shift 
their attention from transportation fuels demands to 
chemical demands as a target area for future growth. 
This megatrend is referred to as crude-to-chemicals 
(CTC).

When looking at the CTC extended value chain, there 
are two key areas with integration opportunities. 
The first is the integration of the oil refining supply 
chain and the base petrochemicals supply chain. The 
opportunities here relate to exploiting process and 
molecular synergies to shift from producing fuels to 
chemicals. 

The second is the integration of the base petrochemicals 
supply chain (e.g. olefins) with the downstream 
derivative chemicals (e.g. polyolefins) supply chain. 
The opportunity here is linked to being more agile and 
specific in the monomers and polymers value chain 
planning integration and optimization to best respond 
to changing supply/demand economic conditions 

Sales and Operations Execution (S&OE) capabilities are vital because things don’t always go as planned.
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across the extended olefins-to-derivatives value chain.

Managing and optimizing a crude/olefins-to-polymers 
extended value chain is challenging, as it spans supply 
chains that have very di�erent characteristics. 

The upstream refining and bulk chemicals businesses 
are margin-driven supply chains in which the 
optimization opportunity consists of optimizing the 
operating conditions of complex continuous production 
processes, as well as exploiting feedstock supply and 
associated economics optionality. 

The downstream polymers business is a demand-
driven supply chain in which the optimization 
opportunity consists of looking at the broader business 
system (including changing demands for hundreds to 
thousands of individual finished products with unique 
characteristics, the distribution network and associated 
modes of transportation, inventories optimized 
according to demand patterns and production cycles 
of di�erent grades, and semi-continuous/batch/
continuous production units) and determining the best 
way to balance supply/demand while maximizing the 
profitability of this overall system. 

Many companies are already working on or prioritizing 
initiatives related to extended value chain integration 
and end-to-end optimization. Repsol Chemicals is 
one of them. Repsol Chemicals recently provided an 
overview of its “Control Tower end-to-end supply 
chain optimization” project at the November 2020 

The intersection of Bulk Chemicals and Polymers is where the demand-driven and the margin-driven sides of the value 
chain meet and interact.

European Refining Technology Conference (ERTC). 
The AspenTech value chain optimization solution will 
support Repsol Chemicals in achieving its customer 
service objectives and becoming more agile to respond 
to market and operational changes, while doing so 
with full visibility into the end-to-end integrated margin 
across the olefins-to-polymers value chain with the 
required accuracy and granularity.

What-if Scenarios Analysis Leveraging 
Mathematical Optimization at Scale 
At the core of a supply chain digital twin there needs 
to be a representation of the manufacturing process. 
Multiple complexities may need to be factored into this 
model, such as production switching costs, utilities, 
minimum run sizes, and so on. Modeling becomes even 
more challenging when you factor in other production 
or tolling sites, as well as the dependencies across 
sites. As you extend backwards from production into 
suppliers, there are aspects that should be modelled 
here as well including di�erent purchase minimums, 
costs, and lead times varying by supplier.

Finally, you have the downstream supply chain 
consisting of warehouses, distribution centres and 
customer ship-to locations.  Things get complicated 
when you try to factor in duties and tari�s or product 
substitution options. As you can imagine, it can be very 
challenging to model these interrelated elements in a 
spreadsheet—rather than using a solution designed 
specifically for that purpose.
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The other big limitation of a spreadsheet is that it wasn’t 
designed to do mathematical optimization at scale to 
solve real-world problems—taking into consideration 
anywhere from tens of thousands to millions of variables 
and constraints. Using a solution designed specifically 
to do mathematical optimization at scale such as Aspen 
Supply Chain Management (SCM) is extremely valuable 
because:

An optimizer will find the best answer automatically, 
whether the goal is to maximize profit or minimize costs 
across the end-to-end system.

An optimizer will recommend options that a person or 
business wouldn’t normally consider or didn’t know 
were even possible. That’s because it can easily deal 
with complexity in a way that a human mind cannot 

Roch Gauthier
Senior Director, Product Management
Aspen Technology Inc.

Author
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Biotechnology Breakthrough: Newest Breakthroughs in Curing 
Cancer Bring Hopes

A Turn in the War on Cancer
For over a decade, researchers have been unlayering 
complex molecular processes in cancer, specifically 
in cases with predispositions including BRCA1 and 
BRCA2 mutations. By contrast, this new strategy aims 
at early molecular events even before full-blown cancer 
takes form, potentially halting its development even 
before it can start.

While traditional radiation and chemotherapy have 
saved countless lives, such therapies have a high 
cost in terms of secondary e� ects and function best 
only when a strong root of cancer has taken hold. In 
contrast, such a new biotechnology-based therapy is a 
preventive one, working long in advance of when even 
cancerous cells can form.

The Science Behind the Breakthrough
At the heart of such a new direction is utilizing gene-
edited and molecular therapies specifically targeting 
causative genetic mutations for susceptibility to 
cancer. Through RNA interference and other advanced 
techniques, the technology can block the accumulation 
of harmful mutations in cells, especially in breast tissue, 
where these mutations are most common.

In the latest development scientists have taken a revolutionized step in the battle against 

cancer, by using cutting-edge biotechnology to develop new approaches for preventing it. 

Unlike traditional therapies, in contrast, that attack cancer when it has taken root, these 

new methods attack the disease in its most primitive forms, offering new hope for high-

risk individuals.

Sonal Bansal, Director, Shashvi Remedies emphasizes about the newer breakthroughs 

in curing Cancer and how Immunotherapy, is being researched in growing numbers for 

preventive therapy use.

Advanced CRISPR technology can make gene edits with 
unprecedented accuracy, correct mutations that can 
lead to cancer. Unlike older, less e� icient techniques, 
such methodologies act at a cellular level, and gene 
edits become less and less invasive and specific.

Another critical achievement is in epigenetics, a branch 
of study concerned with altering gene function but not 
with altering the sequence of DNA. By regulating when 
and under what conditions genes are produced, through 
small compounds and drugs, one can decelerate the 
accretion of mutations that can produce cancer over a 
long period of years.

Immunotherapy: Moving Beyond Treatment
Immunotherapy, long a tool for treating ongoing 
malignancies, is being researched in growing 
numbers for preventive therapy use. Researchers 
have constructed vaccines for malignancies that can 
instruct the immune system to recognize and destroy 
precancerous cells in an attempt to stop them becoming 
malignant tumors.

One such example is personalized cancer vaccines, 
which allows a patient’s specific immune profile to 
be leveraged to produce a strong and concentrated 
immune response. By ruling out common antigens 
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found in many forms of cancer and training the body to 
detect and destroy them, scientists are planning to fight 
against the dangerous disease.

Additionally, monoclonal antibodies, a long-standing 
tool in cancer therapy, are now being explored for 
disease prevention. Engineered in laboratories, these 
antibodies can bind to and neutralize molecules that 
promote disease, e� ectively halting its development in 
the early stages.

Real-World Impact and the Road Ahead
The implications of this biotechnology-driven approach 
are vast. It could become a breakthrough not just for 
breast cancer but for a variety of other cancers as 
well. Researchers are already working to adapt this 
technology for high-risk groups, ushering in a new era 
of personalized, preventive medicine.

For example, pancreatic cancer—one of the most lethal 
forms—often goes undiagnosed until it reaches an 
advanced stage. Experts hope that early intervention 
through gene-editing and molecular techniques could 
significantly reduce the incidence of this aggressive 
cancer. Similarly, colorectal cancer prevention strategies 
are being optimized to target individuals with Lynch 
syndrome, a genetic disorder that predisposes people 
to early-onset cancer.

While clinical trials are still in their early phases, 
initial reports have shown promise. Experts remain 
cautiously optimistic, emphasizing the need for more 
comprehensive data to fully evaluate the long-term 
e� ectiveness and safety of these therapies. Regulatory 
agencies like the FDA will play a crucial role in assessing 
and approving these new treatments for widespread 
use.

A leading oncologist underscores the importance 
of continued research, stating, “If we can intervene 
before cancer even has a chance to develop, we could 
revolutionize the landscape of cancer treatment and 
prevention forever. It’s an exciting time for biotechnology 
and for cancer patients around the world.”

Ethical and Societal Considerations
As with any emerging biotechnology, social and ethical 
issues must be part of the discussion. Gene and 

Sonal Bansal
Director
Shashvi Remedies 

Author

molecular interventions raise important questions about 
accessibility, cost, and unintended consequences. While 
these powerful new technologies have the potential to 
save countless lives, it’s crucial that they are accessible 
to all patients, regardless of socioeconomic status.

Moreover, the risks of unforeseen genetic changes and 
long-term side e� ects must be carefully monitored. 
Experts urge caution and call for strict regulatory 
oversight to ensure these interventions are both safe 
and e� ective for widespread use. Public education 
will also be vital to build trust and awareness among 
those who could benefit from these cutting-edge 
technologies.

A Future Without Cancer?
As more research emerges, there’s hope that these 
breakthroughs will become pillars in the fight against 
cancer, o� ering new tools to individuals at high genetic 
risk. With continued advancements in gene therapy, 
molecular medicine, and immunology, we can envision 
a future where cancer is not a looming threat but a 
disease we can prevent or even eliminate.

While the journey ahead is long, the progress made so 
far o� ers a glimpse into a future where cancer is not 
just a reality we face, but a challenge we can overcome. 
With ongoing investment, collaboration, innovation, 
and prevention, the quality of biotechnology has the 
potential to transform how we fight cancer, securing a 
healthier future for generations to come.  
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Biotech is one of the 
fastest-growing industries in 
the world right now, especially 
in India. The Indian bioeconomy 
registered a remarkable 28% 
growth in 2022. The past three 
years have been enormously 
successful, especially considering 
the challenges posed by the 
COVID-19 pandemic. The Indian 

bioeconomy is forecasted to reach USD 300 billion by 
2030, a significant increase from its current valuation 
of USD 140 billion, which constitutes 4% of the total 
GDP of our country's growth. The BioPharma industry 
contributes approximately 43% to the economy and 
extends beyond pills; it encompasses aspects of 
healthcare, wellbeing, and cognitive enhancement. 
To capitalize on green growth and the bio economy, 
we are establishing Bio enablers in the form of 
Bio manufacturing hubs through Public-Private 
Partnerships.

Dr Rajesh Gokhale
Secretary, DBT, Ministry of Science & Technology, 
Govt. of India
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Secretary , DBT, Ministry of Science & Technology, Govt. of India  & Chief 
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& Brand Ambassador, ChemTECH World Expo 2024
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World Expo 2026

Bio
World Expo 2026

750
EXHIBITORS
 FROM 15+ COUNTRIES

 FROM 20 COUNTRIES
 FROM 53 COUNTRIES

25871
VISITORS

8
CONFERENCES 
TECHNICAL

60+ GLOBAL CLIMATE 
TECH STARTUPS  

2500+
STUDENT OUTREACH PROGRAM 
ENGINEERING PHARMA & SCIENCE STUDENTS AT

 FROM 28 STATES & UNION TERRITORIES 

GLOBAL
250+
SPEAKERS

1500+
DELEGATES 
BUSINESS

BRICS WORKING GROUP
BRAIN STORMING 
SESSION 

40 TECHNICAL PRESENTATIONS




