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set to take place from 16 to

18 June 2026 at the Shanghai

New International Expo Centre

(SNIEC), building on its extremely suc-
cessful run over the last few years.
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International Edition

From APIs to biotech: China’s dual
strength powers CPHI & PMEC 2026

edition is set to bring together over
110,000 attendees, and more than
3,600 local and international exhib-
itors. This comfortably makes CPHI
& PMEC China Asia’s largest pharma
event, offering unparalleled opportuni-
ties to source, supply and innovate with-
in China’s pharmaceutical powerhouse.

China as Global Pharma Hub
The extraordinary growth of CPHI &

PMEC China speaks to the country’s
reputation as the global hub for phar-
maceutical building blocks. The event
has become the essential marketplace
for global products and solutions that
power modern medicine worldwide,
from APIs and natural extracts, ma-
chinery, laboratory instruments and
packaging, to biotech and Traditional
Chinese Medicine (TCM).
CONTINUED ON p2p
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DR SANJAY AGRAWAL

HE pharmaceutical industry is

standing at the threshold of

a structural transformation.

For decades, global competi-
tiveness in pharma was measured by
manufacturing scale, cost efficiency,
and speed of supply. Today, however, a
new benchmark is redefining industrial
leadership- sustainability.

From stricter environmental reg-
ulations and ESG mandates to cli-
mate-conscious procurement policies
and cleaner production technologies,
the sector is undergoing a major shift
toward environmentally responsible
manufacturing. In this transition, India
and China are emerging not only as

This emerging transition has the po-
tential to reshape not only Asian man-
ufacturing but the global pharmaceuti-
cal landscape itself.

The Sustainability Imperative in Glob-
al Pharma

The pharmaceutical industry has long
faced criticism for its environmental
footprint. Conventional drug manufac-
turing processes consume large quanti-
ties of water, solvents, chemicals, and
energy, while generating hazardous
waste and industrial emissions.

According to several environmental
studies, pharmaceutical manufacturing
can contribute significantly to:
®  Water contamination
® Chemical waste accumulation
®  Air pollution
®  Carbon emissions
®  Soil toxicity
®  Antimicrobial resistance through

untreated discharge

As global environmental concerns in-
tensify, regulators across major health-
care markets are tightening sustainabil-
ity expectations.

The European Union’s Green Deal,
stricter US environmental standards,
carbon disclosure requirements, and
ESG-driven investment strategies are
increasingly influencing pharmaceu-
tical sourcing and procurement deci-

sions. Buyers and investors are now
examining how medicines are manu-
factured- not just how effectively they
perform.

This is creating urgent pressure for
pharmaceutical companies worldwide
to transition toward greener and clean-
er manufacturing models.

Understanding Green Chemistry in
Pharma

Green chemistry refers to the design
of chemical products and manufactur-
ing processes that minimize or elimi-
nate the use and generation of hazard-
ous substances.

Unlike traditional approaches that
manage pollution after production,
green chemistry focuses on preventing
enviranmental damage at the source.

In the pharmaceutical industry, green

chemistry includes:

m  Safer synthesis pathways

= Reduced solvent usage

= Biocatalysis and enzyme-based re-
actions

® Renewable feedstocks

= Energy-efficient production
systems

= Continuous manufacturing
technologies

®  Waste minimization techniques

= Solvent recovery and recycling

Reimagining pharma manufacturing: India
and China lead the green transition

® Reduced process toxicity
® Improved atom economy

The concept also aligns closely with
circular economy principles, where
resources are reused, recycled, and
optimized to minimize environmental
impact.

Importantly, green chemistry is not
solely about environmental responsi-
bility. It also delivers operational and
economic advantages such as:

Lower production costs

Reduced waste treatment expenses

Improved process efficiency

Better regulatory compliance

Enhanced worker safety

Stronger long-term profitability
For India and China, integrating green
chemistry into pharmaceutical manufac-
turing is becoming both a strategic neces-
sity and a competitive opportunity.

India and China: Two Pillars of the
Global Pharma Ecosystem

India and China collectively hold
enormous influence over global phar-
maceutical supply chains.

China remains one of the world’s larg-
est producers of APIs, intermediates,
fine chemicals, and industrial chemical
inputs. Its strength lies in large-scale
manufacturing infrastructure, advanced
chemical engineering capabilities, and

CONTINUED ON p16»

pharmaceutical powerhouses but
also as critical players in shaping the
future of green chemistry.

Traditionally, the pharmaceutical re-
lationship between the two nations
revolved around supply-chain interde-
pendence. China dominated the pro-
duction of intermediates, key starting
materials (KSMs), and APIs, while In-
dia excelled in formulations, generics,
vaccine manufacturing, and exports to
regulated markets. Together, the two
countries built one of the most influ-
ential pharmaceutical ecosystems in
the world.

But the dynamics are changing
rapidly

As sustainability becomes central
to industrial policy and healthcare
economics, the India-China phar-
maceutical relationship is gradually
evolving beyond APIs into a broad-
er strategic framework focused on
green chemistry, cleaner manufac-
turing systems, advanced process
engineering, and environmentally
sustainable pharmaceutical pro-
duction.

Plot No. 165 to 167, 176 to 178,
s 8, Post- Jitali,
- 393002, Dist. Bharuch,
Gujarat, India
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Reimagining pharma manufacturing...

CONTINUED FROM p15p
industrial process optimization.

India, meanwhile, has earned global
recognition as the “Pharmacy of the
World" due to its leadership in:
®  Generic medicines
®  Vaccine manufacturing
= Affordable healthcare solutions
® Regulatory-approved manufactur-
ing facilities
Formulation development
= Contract research and manufactur-

ing services

Indian pharmaceutical companies
supply medicines to more than 200
countries, including major regulated
markets such as the US, UK, and Eu-
rope.

Historically, this relationship was of-
ten described in terms of dependency,
especially India's reliance on Chinese
raw materials. However, the future
narrative is becoming far more collab-
orative and innovation-driven.

Both nations now recognize that sus-
tainability, resilience, and technologi-
cal advancement will define the next
phase of pharmaceutical growth.

Why Green Collaboration Makes
Strategic Sense

The transition toward sustainable
pharmaceutical manufacturing  re-
quires extensive expertise, capital in-
vestment, technological innovation,
and scalable industrial capabilities.

This is where India and China possess
highly complementary strengths.

China’s advantages include:

® Advanced chemical manufacturing
ecosystems

Strong industrial infrastructure
Process scale and automation
Chemical engineering expertise
High-volume production capabilities

India contributes:

® Regulatory expertise

® Global pharmaceutical
access

®m Cost-efficient innovation

u Biotechnology growth

= Strong formulation and R&D capa-
bilities

Together, these capabilities create op-
portunities for collaboration in several
key areas.

market

Sustainable API Manufacturing

APl production remains one of the most
environmentally intensive segments of
the pharmaceutical value chain.

By integrating cleaner synthesis
routes, solvent recovery systems, and
energy-efficient processes, India and

China can significantly reduce environ-
mental impact while maintaining man-
ufacturing competitiveness.

Continuous Manufacturing
Technologies

Traditional batch manufacturing of-
ten leads to higher waste generation
and energy consumption.

Continuous manufacturing systems
improve:
®  Process efficiency
®  Product consistency
®  Resource utilization
®  Waste reduction
®  Energy savings

China’s industrial infrastructure com-
bined with India’s pharmaceutical pro-
cess expertise can accelerate adoption
of such technologies.

Green Solvent Technologies

Solvents account for a major portion
of pharmaceutical waste.

Research collaborations focused on
bio-based solvents, recyclable solvent
systems, and low-toxicity alternatives
could dramatically improve sustainabil-
ity performance across the sector.

Biotechnology and Fermenta-
tion-Based Production

Biotechnology-driven pharmaceutical
manufacturing is emerging as a cleaner
alternative to conventional chemical
synthesis.

Areas such as:

® Biologics

®  Enzyme catalysis

®  Fermentation technologies

® Bio-based APIs offer promising
pathways toward low-emission
drug manufacturing.

India’s growing biotech ecosystem
and China's manufacturing scale posi-
tion both countries advantageously in
this space.

ESG and the New Economics of
Pharma

Environmental, Social, and Governance
(ESG) frameworks are rapidly influencing
pharmaceutical investment decisions
and global supply-chain partnerships.

Investors increasingly favor

companies with:

® Sustainable manufacturing practic-

es

Carbon reduction commitments

= Transparent environmental report-
ing

®  Ethical sourcing systems

®  Circular economy initiatives

At the same time, multinational
pharmaceutical buyers are incorpo-
rating sustainability criteria into sup-
plier evaluations.

This means environmental respon-
sibility is becoming directly linked to
commercial competitiveness.

For Indian and Chinese pharmaceutical
manufacturers, adopting green chemis-
try is no longer simply about compliance.
It is becoming essential for:

B Export competitiveness

International partnerships

Investor confidence

Regulatory approvals

Long-term market sustainability
Companies that fail to modernize risk
losing relevance in a rapidly evolving
global healthcare ecosystem.

Government Initiatives Driving the
Transition

Both India and China are increasingly
aligning industrial policy with sustain-
ability goals.

India’s Sustainability Push

India has introduced multiple initia-
tives aimed at strengthening domestic
pharmaceutical manufacturing while
encouraging modernization.

These include:

® Production Linked Incentive (PLI)
schemes

®  Bulk drug park initiatives

= |nvestments in green industrial cor-
ridors

= Renewable energy integration

® Sustainable chemical manufactur-
ing policies

Indian pharmaceutical companies are
also investing in:

®  Zero-liquid discharge systems
Solar-powered facilities
Wastewater recycling

Green building certifications
Carbon footprint reduction
programs

China’s Green Industrial Transforma-
tion

China has aggressively expanded en-
vironmental regulation across manu-
facturing sectors.

The country has implemented:
= Stricter emission controls
® Cleaner production standards
® Industrial decarbonization targets
® Circular manufacturing initiatives
®  Eco-industrial parks

Chinese pharmaceutical and chemi-
cal manufacturers are increasingly in-
vesting in cleaner technologies to align

with both domestic regulations and in-
ternational market expectations.

Digitalization and Smart
Manufacturing

The future of green chemistry will be
deeply connected with digital transfor-
mation.

Artificial intelligence, machine learn-
ing, industrial automation, and pre-
dictive analytics are enabling phar-
maceutical companies to optimize
manufacturing processes with unprec-
edented precision.

Smart manufacturing technologies
help:
= Reduce process waste

Improve yield efficiency

Lower energy consumption

Predict equipment failures

Optimize chemical reactions

Improve quality consistency
Al-driven process chemistry is ex-
pected to play a major role in de-
veloping sustainable pharmaceutical
manufacturing systems over the next
decade.

India’s rapidly expanding digital inno-
vation ecosystem combined with Chi-
na's industrial automation capabilities
could create a strong foundation for
next-generation pharmaceutical pro-
duction.

Challenges on the Road Ahead
Despite significant opportunities, sev-
eral barriers remain.

Geopolitical and Trade Concerns

Political tensions and supply-chain
diversification efforts continue to in-
fluence India-China business relations.
Strategic trust and policy stability will
be essential for deeper long-term col-
laboration.

High Transition Costs

Green transformation requires sub-
stantial capital investment, particularly
for small and medium-sized pharma-
ceutical manufacturers.

Facility modernization, clean technol-
ogy adoption, and sustainability com-
pliance can be financially demanding.

Regulatory Complexity

Different environmental regulations
across regions create operational
challenges for globally integrated
pharmaceutical supply chains.

Greater harmonization and interna-
tional cooperation will be necessary to
streamline sustainable manufacturing
practices.

CONTINUED ON p17p
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KRISHNANATH MUNDE, MITALI DALVI

nDIA and China are reshaping global

pharma through distinct but com-

plementary strengths in compli-

ance, innovation, and scale. India is
strengthening its position by tighten-
ing regulatory standards (e.g., revised
Schedule M), improving quality, trust,
and driving industry consolidation.
China is advancing a state-led model,
rapidly aligning with global norms and
shifting toward high-value, innovation
led exports.

In innovation, China leads in biologics
and advanced therapies due to strong
biotech ecosystems, while India focuses
on cost-efficient generics, process chem-
istry, and scalable production. We high-
light here that China dominates APIs and
intermediates at scale, while India leads
in formulations and biosimilars. Global-
ly, China is seen as a manufacturing hub
with strong supply chain control, while
India is a trusted partner known for reg-
ulatory credibility and quality.

As regulations tighten, pharma sup-
ply chains are becoming more consoli-
dated and focused, where success de-
pends on regulatory trust, innovation,
and resilience where both countries
remain key players.

Regulatory compliance: India and
China are adapting to stricter USFDA
and EMA standards, but through dif-
ferent approaches that influence their
export competitiveness. In India, com-
panies are investing in quality systems,
improving compliance, and moving
toward complex generics and now
specialty side. The revised Schedule M
has raised industry standards. These
changes improve product quality,
traceability, and global credibility, but
also increase costs and consolidation
in the industry.

China is taking a coordinated,
state-driven approach. It is aligning with

as a global supply base for
many key materials. India’s
strength is in generics, sup-
ported by largest USFDA
approved plants (combined
for APl and formulations),
largest ANDA pipeline (for
formulations; 35-40% mar-
ket share globally), leader
in DMF filing (for API; 50%

Krishnanath Munde

global regulations, accelerating approv-
als, and moving from API-focused ex-
ports to finished dosage/biologics and
innovation led products. This enables
China to move up the value chain and
compete globally in niche segments.

Tighter USFDA and EMA standards
are also reshaping global supply
chains. The trend is shifting from frag-
mented, cost driven networks to more
consolidated, quality focused ecosys-
tems. Buyers in the US and EU now
prefer fewer, reliable suppliers with
strong compliance records.

Innovation pipelines: China’s innova-
tion pipeline is driven by translational
medicine and integrated biotech eco-
systems. Strong state funding and links
between academia and industry support
rapid development in biologics, cell, and
gene therapies. India’s strength lies in a
chemistry driven model built on process
expertise, generics manufacturing, and
cost efficient development. While Chi-
na focuses on new molecule discovery
and advanced platforms, India leverag-
es scale, regulatory agility, and efficient
small molecule production.

Overall, China leads in innovation driv-
en discovery, while India focuses on af-
fordable, high-quality drug production,
creating a complementary global role.

Manufacturing scale: China leads in
APIs with large, integrated manufactur-
ing hubs, cost efficient bulk production,
and strong backward linkages. It acts

Mitali Dalvi

market share globally),
strong compliance, and ex-
port focus. In biologics, China has rap-
idly expanded capacity through heavy
investment, while India focuses more on
biosimilars and affordable vaccines. In
summary, China leads upstream (APls/
intermediates), while India leads down-
stream (formulations).

Global competitiveness:  China’s
strength lies in supply chain integra-
tion and control, enabling speed,
scale, and cost efficiency. However, it
faces pressure from buyers seeking
diversification away from single coun-
try dependence. India benefits from
stronger trust in regulated markets
due to its compliance track record and
large base of approved plants. While
less integrated than China, its supply
chain is becoming more resilient with
diversification and policy support (PLI).
In maturity, China leads in scale and ef-
ficiency, while India leads in regulatory
credibility and quality systems.

Technology adoption: China focuses
on Al-driven manufacturing and smart
factories to improve scale and opera-
tional control. India focuses on digital
quality systems and compliance analyt-
ics to strengthen regulatory trust. Across
both, Al and analytics are improving data
integrity, accelerating audits, and sup-
porting continuous improvement. China
leads in production efficiency, while In-
dia uses technology to enhance quality
and transparency.

Investment and infrastructure: China

Compliance, innovation, scale:
India—China pharma contest

leads in funding, with state backed in-
dustrial parks and strong RCD and clinical
infrastructure. This enables fast capacity
expansion and large-scale innovation.
India operates with lower funding but
benefits from cost efficient RCD, strong
CRO networks, and a globally accepted
clinical trial ecosystem. China's advan-
tage is capital and infrastructure depth,
while India’s strength is cost effective in-
novation and global integration.

Talent and training: China has a large
engineering focused workforce aligned
with manufacturing and automation
but continues to develop a stronger
global compliance culture. India has
a deep pool of pharma scientists and
regulatory expertise aligned with glob-
al standards, though gaps remain in
advanced manufacturing and digital
skills. Both countries need to upskill in
Al, data, and biologics while strength-
ening quality and innovation culture.

Policy outlook: India and China are
aligning with global regulations, but in
different ways. China has rapidly adopt-
ed global frameworks (e.g., ICH), stream-
lined approvals, and promoted innova-
tion through strong state support. This
creates a fast-moving environment for
new drugs and therapies. India has built
credibility through steady alignment
with USFDA, EMA, and WHO standards
and long experience in regulated mar-
kets. Its approach is more compliance
driven and predictable, strengthening
trust in generics and formulations. Stra-
tegically, China focuses on speed, scale,
and innovation leadership, while India
emphasizes consistency and reliability as
a trusted global partner.

{Krishnanath Munde is Associate
Director, Healthcare, India Ratings &
Research- Fitch Group.)

(Mitali Dalvi is Senior Analyst,
Healthcare, Indio Ratings &
Research- Fitch Group.)

CONTINUED FROM p16p
Balancing Affordability and
Sustainability
One of the industry’s biggest chal-
lenges will be ensuring that greener
manufacturing does not significantly
increase medicine prices, especially for
developing nations dependent on af-
fordable pharmaceutical access.
Maintaining affordability while im-
proving sustainability will require inno-

vation, scale efficiencies, and support-
ive policy frameworks.

The Growing Importance of Industry
Platforms

Global pharmaceutical exhibitions
are increasingly becoming platforms
for sustainability-driven collaboration.

Events such as CPHI & PMEC China
2026 and the 8th Arab Pharma Man-

ufacturers’ Expo 2026 are expected to
spotlight:
Green chemistry innovations
Sustainable manufacturing technologies
ESG-focused partnerships
Clean energy integration
Circular pharmaceutical supply chains
Biotechnology advancements
Smart manufacturing solutions
These forums are no longer limited
to trade networking. They are evolving

Reimagining pharma manufacturing...

into strategic ecosystems where poli-
cymakers, manufacturers, technology
providers, investors, and researchers
collectively shape the future of phar-
maceutical manufacturing.

The Middle East, particularly through
platforms like the Arab Pharma Manu-
facturers’ Expo, is also emerging as an
increasingly important pharmaceutical
hub connecting Asia, Africa, and Europe.

CONTINUED ON p19p
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Q1. While India’s Tier 1 pharma giants
can absorb the compliance costs of the
Revised Schedule M, mid-market manu-
facturers operate on razor thin margins.
As the industry’s national voice, how
does IDMA propose to prevent these
upgraded quality benchmarks from
entrenching a permanent economic di-
vide—where MSMEs risk being priced
out of global supply chains?

Bharat Shah: The Revised Schedule
M is undoubtedly a pivotal milestone
for Indian pharmaceuticals, shifting our
regulatory framework from a tradition-
al document-driven process to a sys-
tem-driven, Quality Risk Management
matrix. Large scale manufacturers pos-
sess the deep capital reserves to readily
absorb these upgraded quality bench-
marks, but our mid-market manufac-
turers, and medium enterprises operate
on razor-thin margins. For these smaller
units, the immediate capital expenditure
required for infrastructure overhaul, so-
phisticated HVAC wvalidation, and digital
data-integrity systems can be incredibly
daunting. IDMA's core position is that we
wholeheartedly support the transition
to world-class quality standards, but we
staunchly oppose the economic exclusion
of the small-scale sector that has long been
the backbone of our domestic supply chain.

To prevent this upgraded benchmark
from pricing smaller players out of the
market, IDMA has actively implement-
ed a multi-pronged advocacy and hand-
holding framework. We have engaged
with the Department of Pharmaceuticals
regarding the Pharmaceutical Technol-
ogy Upgradation Assistance Scheme to
support greater accessibility for eligible
MSMEs. We have also highlighted the
need for phased implementation time-
lines, recognizing that smaller units may
require additional time to undertake en-
gineering modifications while managing
operational and financial considerations.

Q2. India has historically worn the badge

of “low-cost generic provider” with pride.
However, shifting to a global leader in in-
novation requires a fundamentally differ-
ent risk appetite, What specific, structural
changes is IDMA pushing for transition
our domestic industry culture from safe,
reverse-engineered volumes to high-risk,
high-reward novel drug discovery?
Bharat Shah: For decades, India has wom
the badge of a low-cost generic provider
with justifiable pride, scaling immense
manufacturing heights through volumes,
However, graduating to a global leader in
genuine innovation requiresa fundamental
shiftin our collective risk appetite and a de-
parture from the short-term payback cycles
that have traditionally dominated the do-
mestic industry culture. High-risk, high-re-
ward novel drug discovery demands struc-
tural patience and robust fiscal cushioning.
IDMA is actively driving this cultural pivot
by working hand-in-hand with policymak-
ers to ensure the efficient, targeted rollout
of certain schemes. We are focusing our ef-
forts on ensuring this substantial state capi-
tal flows directly into industry-led consortia
that are actively tackling complex generics,
biosimilars, and new chemical entities.
Beyond direct funding schemes, achiev-
ing a true innovation mindset requires
an ecosystem. We continue to engage
with stakeholders on the importance of
strengthening fiscal support for in-house
R&D investment. At the same time,
through initiatives such as Vriddhi, IDMA
is facilitating greater interaction between
mid-market pharmaceutical companies
and global life sciences investors to en-
courage collaborative approaches to-
ward innovation and drug development.

Q3. Chinese suppliers are aggressively
slashing prices on Key Starting Materials
(KSMs) and APIs specifically to under-
mine India’s domestic PLI achievements.
How can Indian companies realistically
capture “value” and build supply chain
resilience when our core input costs re-
main highly vulnerable to targeted price

manipulation from Beijing?

Bharat Shah: The aggressive price cut-
ting of key starting materials and active
pharmaceutical ingredients by overseas
competitors is a deliberate, targeted move
designed to undermine the early achieve-
ments of India’s schemes. Relying primarily
on price-based competition against heav-
ily supported external ecosystems may
present long-term challenges for domestic
manufacturers. Instead, Indian companies
may benefit from placing greater emphasis
on non-price value, quality differentiation,
and broader supply chain resilience. In this
context, IDMA is working to compile de-
tailed pricing inputs from member units for
submission to the authority, with the objec-
tive of supporting informed policy discus-
sions around appropriate trade measures
and a balanced competitive environment
for domestic PLI beneficiaries.

True value, however, must also be
strengthened from within. Under the
framework of the Revised Schedule M
guidelines, Indian-manufactured inputs are
increasingly becoming more system-driv-
en, traceable, and aligned with higher stan-
dards of data integrity. We are encouraging
domestic formulation units to recognize
the broader value associated with strength-
ening local APl supply chains, particularly in
the context of long-term operational reli-
ability and supply continuity. Concurrently,
wider adoption of green chemistry, contin-
uous flow manufacturing, and advanced
enzymatic synthesis among mid-market
AP players may be encouraged. By improv-
ing engineering efficiency, optimizing sol-
vent usage, and enhancing chemical yields,
Indian manufacturers can progressively
narrow cost differentials through techno-
logical advancement alongside supportive
policy measures.

Q4. As Indian manufacturers weigh high
margin opportunities in MENA (Middle
East and North Africa)—especially Saudi
Arabia and the UAE, which are shifting
from importing finished formulations

Risk sharing finance and policy reform key
to India’s pharma growth: Bharat Shah

India’s pharmaceutical industry is at a decisive turning point. The Revised Schedule M has elevated com-
pliance to a system driven, risk management framework, while global competition intensifies through
aggressive price cutting of APls and Key Starting Materials. For India to sustain its role as the pharmacy of
the world and evolve into a hub of biologics, biosimilars, and novel drug delivery systems, the sector must
embrace a new triad: innovation, financing, and policy alignment.

In conversation with LAXMI YADAV of PharmaClick, BHARAT SHAH —National President of
the Indian Drug Manufacturers’ Association, stresses that India’s leap forward requires risk shar-
ing trade finance models, sovereign backed guarantees, and collaborative R&D consortia to
de risk clinical trials. At the same time, green chemistry, continuous flow manufacturing, and
advanced synthesis are vital to narrowing cost gaps and strengthening supply chain resilience.

to building local manufacturing hubs—
does this pivot threaten India’s premium
export volumes, or is IDMA pushing for
frameworks that enable Indian firms to
co invest directly in Gulf based plants?

Bharat Shah: The strategic evolution of
MENA nations—particularly Saudi Ara-
bia under its Vision 2030 and the UAE—
from simple import-dependent models to
self-sustaining domestic - manufacturing
hubs should not be viewed asa threat to In-
dia’s export volumes. Rather, it represents
one of the most lucrative geographical ex-
pansions available to our industry today.
If Indian pharmaceutical firms treat this
transition merely as a defensive export
challenge, we will eventually be replaced by
local players; but if we view it as a collabo-
rative investment landscape, we can secure
dominant regional market shares for the
next generation. IDMA actively supports its
member companies and navigate this pivot
by facilitating joint ventures and technolo-
gy-transfer frameworks where Indian firms
provide the core chemical expertise, opera-
tional experience, and bulk intermediates,
while Gulf partners provide the necessary
local capital, infrastructure, and priority reg-
ulatory access.

This dual-track strategy ensures that
even as final formulation or packag-
ing transitions locally into the Gulf, the
high-value core chemistry and intellectu-
al property remain firmly anchored with-
in the Indian pharmaceutical ecosystem.
Furthermore, as local Gulf facilities focus
their initial capacities on high-volume,
basic oral solids, exporters to elevate
their product portfolios toward complex
injectables, biologics, and novel drug de-
livery systems that regional hubs cannot
yet manufacture locally. By systematical-
ly upgrading what we ship to these cor-
ridors, we protect our premium financial
volumes while positioning Indian pharma
as an indispensable, long-term technical
partner in the MENA region’s healthcare
self-reliance journey.

CONTINUED ON p19p

\_

18

)




.

cp!:!! i

ARAB Pllllll
Manufacturers’ &

INTERVIEW

CONTINUED FROM p18p

Q5. As Gulf regulators tighten align-
ment with European Medicines Agency
(EMA) standards, the cost of export reg-
istration for Indian firms has surged. Is
the Indian Drug Manufacturers’ Associ-
ation (IDMA) actively pursuing a mutu-
al recognition framework with MENA
authorities so that Revised Schedule
M certification is automatically accept-
ed—shielding MSMES from the financial
strain of duplicative audits?

Bharat Shah: As Gulf regulatory bodies
tighten their alignment with stringent
European Medicines Agency and USF-
DA standards, the regulatory barriers
for entry have naturally heightened. For
mid-market indian enterprises, the finan-
cial and operational strain of undergoing
multiple, highly duplicative international
audits and compiling varied localized reg-
istration dossiers has become a severe
bottleneck. To help reduce the burden
of these additional expenses on small-
er manufacturers, IDMA is engaging
with relevant authorities at the govern-
ment-to-government level. We are also
supporting discussions around the inter-
national alignment of the Revised Sched-
ule M framework, which incorporates
several elements of global WHO-GMP
guidelines, with the aim of reinforcing
confidence in the quality standards of In-
dian pharmaceutical manufacturing.

We are actively utilizing institution-
al channels, such as the India-UAE
Comprehensive Economic Partnership
Agreement, to urge the Ministry of
Commerce and the Central Drugs Stan-
dard Control Organisation to negotiate
formal mutual recognition agreements
with the GCC (Gulf Cooperation Council)
Health Council. Our ultimate objective
is to establish a streamlined, fast-track
compliance corridor where an Indian
facility audited and approved under our
updated national standards can enjoy a
paperless desk-review approval in Gulf
markets. This framework would effec-
tively eliminate the need for duplicative
site inspections, allowing mid-market
manufacturers to deploy their limited

capital toward product development and
market expansion rather than redundant
administrative compliance.

Q6. Transitioning to complex biologics and
novel drug delivery systems requires deep,
long-term capital that typical mid-mar-
ket balance sheets cannot absorb. When
smaller manufacturers target competi-
tive corridors, what spedific trade-finance
models or risk-sharing funds is IDMA
advocating for to help them survive the
steep costs of global bioequivalence stud-
iesand dlinical trials?

Bharat Shah: Transitioning into the
complex world of biologics, biosimilars,
and advanced drug delivery systems
requires a depth of long-term capital
that typical mid-market balance sheets
simply cannot absorb on their own. The
reality is that a single global bioequiva-
lence study or a multi-center clinical tri-
al can easily consume the entire annual
net profit of a mid-sized manufacturer,
presenting an unacceptable risk of op-
erational insolvency if a molecule fails
to achieve its endpoints. To bridge this
critical financing gap, IDMA is actively ad-
vocating for the creation of specialized,
non-traditional  trade-finance modeks
and sovereign-backed risk-sharing instru-
ments that cushion the financial blow of
advanced clinical development.

The financing structures are being dis-
cussed with extended periods that are
better aligned with the timelines typi-
cally associated with clinical develop-
ment and regulatory approvals in tar-
get markets. At the same time, IDMA is
encouraging smaller manufacturers to
consider product-specific R&D consor-
tia, enabling multiple non-competing
regional firms to share the significant
development and trial costs associated
with complex molecules. We are also
advocating discussions around a poten-
tial partial credit guarantee mechanism
for clinical research, where a portion of
the financial risk could be supported
institutionally in cases where complex
generics do not achieve the desired
regulatory outcomes, thereby helping

Risk sharing finance and policy reform...

mid-market firms participate more confi-
dently in global opportunities while man-
aging financial exposure more effectively.

Q7. India’s pharmaceutical R&D spend
as a percentage of revenue remains
significantly lower than Western coun-
terparts, and academic research rarely
translates into commercial products. Be-
yond high-level policy discussions, what
concrete and collaborative frameworks
is IDMA championing to force academia
and commercial pharma to co-develop
marketable IP?

Bharat Shah: The observation that In-
dia’s extensive academic research has
not always translated into commercially
viable pharmaceutical products reflects
a3 longstanding gap between academic
and industrial priorities. Traditionally,
academic institutions have focused on
research publications and scientific recog-
nition, while the pharmaceutical industry
places greater emphasis on regulatory
feasibility, stability requirements, and com-
merdal scalability. To help bridge this gap
in @ more structured manner, IDMA is sup-
porting practical collaboration frameworks
aimed at encouraging closer alignment be-
tween academia and industry.

IDMA is exploring frameworks to facilitate
greater participation of industrial analyti-
@l and regulatory experts within leading
academic institutions such as the NIPER.
This approach is intended to help align aca-
demic research more closely with practical
scale-up considerations and commerdial
requirements. We are also encouraging
discussions around milestone-linked grant
models such as pilot-scale optimization and
stability evaluation.

Q8. You have been a strong proponent
of digital health and technology integra-
tion. Realistically, given the fragmented
nature of our domestic logistics, where
will the Indian pharma industry stand in
the next five years regarding the manda-
tory adoption of Al-driven supply chain
transparency and track-and-trace com-
pliance?

Bharat Shah: Given the deeply frag-

mented nature of our domestic logistics
network, which relies on thousands of
independent distributors and varied re-
gional transport systems, the mandatory
adoption of advanced technology can-
not happen overnight. However, global
regulatory mandates and the absolute
necessity of anti-counterfeiting mea-
sures mean that tech-driven supply chain
transparency is rapidly becoming manda-
tory. Over the next five years, the Indian
pharmaceutical industry will undergo
a calculated, inevitable transformation,
moving systematically from basic digital
serialization to fully integrated, intelligent
logistics networks.

The immediate horizon is expected to
focus on progressing toward item-like
QR coding, with the aim of extending
these systems from large exporters to
mid-market domestic formulation units.
Following this foundational phase, the in-
dustry may move toward greater integra-
tion of software interfaces linking manu-
facturers with their primary distributors.
To help ease the transition for smaller
stakeholders, scalable and cost-efficient
digital frameworks are being explored
through simpler, mobile-based applica-
tions, rather than requiring full-scale ERP
system upgrades. Over the coming years,
Al-enabled supply chain platforms are
likely to become more widely adopted
across the mid-market, using aggregated
logistics data to better anticipate regional
demand trends, support cold-chain mon-
itoring in challenging geographies, and
improve inventory planning with the ob-
jective of reducing product expiry-related
losses and improving overall efficiency.

India’s pharmaceutical industry stands
at a defining inflection point. The tran-
sition from volume-led growth to val-
ue-driven leadership will require a col-
lective commitment. At IDMA, our focus
remains on ensuring that this transfor-
mation is inclusive. By strengthening the
systems, we are confident that Indian
pharma will continue to be not only the
pharmacy of the world, but also an in-
creasingly influential force in shaping the
future of global healthcare.

CONTINUED FROM p17p
A Defining Decade for Pharmaceutical
Sustainability

The pharmaceutical industry is enter-
ing an era where industrial growth and
environmental responsibility can no
longer operate separately.

India and China have already trans-
formed global healthcare access through
scale, affordability, and manufacturing

strength. Their next challenge is even
more significant: creating a pharmaceuti-
cal ecosystem capable of meeting global
healthcare demand without compromis-
ing environmental sustainability.

Green chemistry offers a pathway
toward that future.

The next phase of pharmaceutical
leadership will not be determined

Reimagining pharma manufacturing...

solely by production capacity or cost
advantages. It will belong to coun-
tries and companies capable of com-
bining scientific innovation, sustain-
able manufacturing, technological
advancement, and resilient global
partnerships.

The evolution of the India-China
pharmaceutical relationship reflects
this broader industry transformation.

The conversation is no longer just
about APIs
It is about cleaner processes, smarter fac-
tories, responsible innovation, low-carbon
manufacturing, and a shared commitment
to building a sustainable healthcare future
for generations to come.
(The author is a Leading
Pharmaceutical Consultant and
ditor- in Chief of iMToday.)
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