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ver the past decade, the
Olndian pharmaceutical

industry has experienced
significant growth and is on a
trajectory to become a global hub
for low-cost manufacturing and
research and development (R&D).
This expansion has been fueled by
increased revenue and exports,
placing India among the leading
players in the global pharmaceutical
market. However, this growth has
also brought forth a unique set of
challenges, requiring a
transformative approach to the
supply chain. In collaboration with
industry organizations, we
conducted a study to assess the
current state of India's pharma
supply chain, identify challenges,
and uncover opportunities for
creating a competitive advantage.

The Current State of the Supply
Chain

With projections estimating the
Indian pharmaceutical industry is
projected to reach $65 billion by
2024 and is anticipated to double to
$130 billion by 2030. Indian pharma
companies are diversifying their
portfolios, investing in innovation,
and focusing on manufacturing
complex generics and biosimilars.
However, the business
differentiator is shifting from
reverse-engineering expertise to
improved operational performance
metrics like service levels and cost
efficiency. This necessitates a closer
look at the supply chain to meet
evolving demands and maintain a
competitive edge.

Challenges in the Supply Chain

While Indian  pharmaceutical
companies have excelled in reverse
engineering and generic drug
manufacturing, operational aspects
have received relatively less
attention. Supply chain efficiency
becomes paramount as the industry
faces fierce competition and
pressure to reduce drug costs.
Fragmentation along the value
chain, quality issues, price
pressures, and regulatory scrutiny
are some challenges that demand a
strategic supply chain

¥

transformation.

P

Quality and Regulatory Matters in
India's Pharmaceutical Industry
The Indian pharmaceutical
industry has witnessed tremendous
growth over the past decade but has
faced mounting scrutiny from global

regulatory agencies regarding
quality and safety standards.
Export-related issues, especially

concerning the US Food and Drug
Administration (FDA), have
garnered negative attention and
affected large and small
pharmaceutical companies. Plant
shutdowns, import bans, and critical
observations  have impacted
companies' revenue and credibility
on the global stage. Additionally, the
Central Drugs Standard Control
Organization (CDSCO) has increased
inspections to address the problem
of low-quality drugs in the domestic
market.

With nearly 600 FDA-approved
sites in India, global regulatory
agencies inspect these sites more
frequently. The FDA has identified
over 800 issues in the past eight
years, leading to warning letters and
increased scrutiny of Indian
pharmaceutical firms. The
observations typically point to data
integrity, lack of adherence to
standard operating procedures,
weak documentation practices, and
inadequate equipment validation.
Quality issues span beyond the
production floor and impact various
stages of the value chain:
Procurement: Poor-quality raw
materials have led to batch failures,

production
delays, and resource shortages.
Manufacturing: Plant shutdowns

and failure to obtain global
regulatory certifications have
resulted in significant unused
capacity.

Logistics: Post-market issues, such
as complaints and product failures,
directly affect storage, handling, and
cost to discard rejected products.
R&D: Lack of quality control in R&D
has resulted in failures of trial
batches, causing delays in product
launches.

Pricing Regulation Impact: The
Drugs (Price Control) Order (DPCO)
2013 and DPCO 2016 have increased
pressure on companies to manage
stock recalls and shelf-life loss due
to pricing changes and the addition
and removal of drugs from the
National List of Essential Medicines
(NLEM).

With these challenges,
companies attribute quality and
regulatory issues to internal and
external factors. Internally, the lack
of data checks, poor product testing,

and  equipment  qualification
contributes to quality challenges.
Externally, factors related to

sourcing and suppliers, such as
unknown particles in raw materials
or failures at vendor sites, and
diverse regulatory requirements
across countries pose challenges.
Product Proliferation

The expansion of product
portfolios, driven by new product
development, varied dosage forms,
enhanced  formulations, and
packaging changes to cater to new

markets, has implications for the
supply  chain. It increases
manufacturing and distribution
costs, higher inventory levels, and a
larger supplier base. Factors
contributing to this proliferation
include changing consumer
demographics, increased
competition, and varying regulatory
requirements across export
markets.

Supply Chain Fragmentation
India's pharmaceutical value chain is
complex and fragmented, impacting

product quality and safety.
Numerous players at each stage,
lack of integration, and poor

visibility and traceability of products
create multiple challenges. The
presence of many vendors, multiple
manufacturing facilities,
decentralized R&D centers, and an
under-equipped distribution
network further complicate supply
chain operation.

Infrastructure Gaps

Infrastructure gaps in
transportation, storage, and power
supply present additional challenges
for the pharmaceutical industry.
Inadequate road and rail networks,
insufficient air connectivity, and a
lack of a robust cold chain network
hinder timely and effective supply
chain execution. These constraints
pressure companies to ensure
proper storage conditions and
protect the integrity of their
products during transit.

Gaining a Competitive Edge:
Transforming India's Pharma Supply
Chain

Over the past five to 10 years,
several markets, including China,
Germany, ltaly, and Brazil, have
witnessed steady growth, posing
serious competition for India in
exports and imports. China's
dominance in active pharmaceutical
ingredients has impacted India's
ability to cater to its domestic
demand, with 75 percent of bulk
drugs imported from China. Price
increases and China's focus on
exports further threaten the supply
of raw materials.

To maintain a competitive edge
in the global market, Indian pharma

companies must design a supply
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chain that is more adaptive, flexible,
and responsive to changes in supply
and demand. This involves focusing
on four dimensions:

Reduce End-to-End Complexity:

e Consolidate and optimize the
supply chain network, considering
potential GST regime scenarios.

e Tailor supply chain segments are
based on consumers' needs,
product types, attributes, and
markets.

e Address portfolio complexity
upstream (R&D portfolio) and
downstream (product SKU
proliferation).

Create Agility and Visibility in the
Supply Chain:

@ The transition from a "planning for
convenience" to a "planning for
market" model.

e Tighten planning functions with
clear long-term, medium-term, and
short-term plans across plants,
products, and markets.

e Define a clear inventory strategy
with replenishment norms across all
nodes of the supply chain network.
Build a Robust Quality and
Compliance System:

e View quality as a vital internal
governance body rather than just a

support function.

e Establish a strong quality
organization with visibility across all
good manufacturing practices in the
supply chain.

e Take structured initiatives to
improve quality standards to meet
growing regulatory requirements
and scrutiny.

Use Technology Across the Supply
Chain:

e Integrate enterprise software to
increase transparency and
operational efficiency.

e Focus on automation to
streamline workflows and gain end-
to-end costs and business value
transparency.

e Improve tracking and visibility
throughout the value chain to
optimize distribution and inventory
levels.

By embracing these strategies
and transforming their supply
chains, Indian pharma companies
can overcome challenges, enhance
competitiveness, and maintain a
significant global market share,
especially in high-margin businesses
like specialty and complex generics
and biosimilars. Adopting new
technologies and process
enhancements will enable

companies to respond effectively to
market dynamics and achieve best-
in-class  performance levels,
ensuring sustained growth and
success in the pharmaceutical
industry.

Revamping the Pharma
Supply Chain

A comprehensive
transformation is required to unlock
India's pharma supply chain's full
potential. This transformation
demands commitment from top
management and a capable
execution team to sustain the
benefits. Consumer goods
companies that have built world-
class supply chains have emerged as
market leaders. Pharma companies
must follow suit to prepare for the
future and gain a competitive
advantage.

Steps to a Successful Supply
Chain Transformation

Embrace the Vision: Leadership
must embrace the vision of a
transformed supply chain and
communicate its importance across
the organization.

Build Capabilities: Build the
necessary capabilities to adapt to
evolving market demands and
enhance operational performance.

Focus on Operational

Excellence: Strive for operational
excellence by optimizing processes
and reducing inefficiencies.

Collaboration among supply
chain partners and stakeholders is
crucial for seamless operations and
value creation.

Implement Technology:
Leverage cutting-edge technologies
like data analytics, Al, and
blockchain to improve visibility and
decision-making in the supply chain.

Continuous Improvement:
Foster a continuous improvement
and innovation culture to stay
ahead in a dynamic market. India's
pharmaceutical  industry  has
demonstrated impressive growth,
positioning itself as a global player.
To maintain and enhance this
success, a supply chain
transformation is imperative. By
embracing new ways of working,
investing in capabilities, and
focusing on operational excellence,
Indian pharma companies can
achieve a competitive advantage,
solidify their position in the global
market, and continue to contribute
significantly to the growth and
development of the industry. ®

(The author is
pharmaceutical consultant)
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for networking and engagement for
robust business collaborations. The
technology providers get an unmatched
opportunity to meaningfully engage with
the end-user community through hosted
buyer program, buyer-seller meetings and
specially curated thought-provoking
conferences. This year, the fair offers
exciting conferences over three days in
collaboration with associations such as the
Indian Analytical Instruments Association
(IAIA), Federation of Asian Biotech
Associations  (FABA) and Indian
Pharmaceutical Association (IPA). Apart
from these, life science graduates can
connect with the leading life science
companies actively seeking fresh talents at
Career Connect, a specialized platform
created with FABA.

analytica Anacon India and India Lab
Expo 2023 is jointly organized with IAIA.
Chandrahas Shetty, President, Indian
Analytical Instruments Association (IAIA),
said “There is a growing trend for
customized and tailored solutions catering
to specific needs and requirements of the
end-user segments. This is leading to
increase innovation and specialization in
the laboratory analytical instrumentation
industry. Messe Muenchen India and IAIA
are jointly working in the direction of
encouraging innovation through more
participation by industry stakeholders.
Through our shows, we attract key
customer segments apart from the leading
manufacturers of laboratory technology

and analytical equipment.”

Pharma Pro&Pack Expo is jointly
organized with Indian Pharma Machinery
Manufacturers’ Association (IPMMA).
Harshit Shah, President, IPMMA, says,
“One of the important measures taken by
the government in Union Budget 2023 is
investments in priority areas such as
research and innovation to boost pharma
manufacturing. Pharma Pro & Pack Expo
demonstrates its commitment to pharma
machinery innovations and is in line with
the government’s Aatmanirbhar Bharat
initiative. The event empowers the
manufacturing industry by facilitating an
ideal ground for networking and the
opportunity to get acquainted with the latest
machinery by bringing the best of the
industry under one roof.”

Regarding the scale and impact of
analytica Anacon India and India Lab Expo
and Pharma Pro&Pack Expo, Avisha Desai,
Business Unit Head - Consumer & Capital
Goods and International Business, Member
of Management Board, Mess Muenchen
India, says, “The upcoming edition of
analytica Anacon India, India Lab Expo and
Pharma Pro&Pack Expo is expected to be the
largest-ever gathering in Hyderabad bringing
together stakeholders in the end-to-end
pharma and other user industries. The event
has received a tremendous response
through its multi-city roadshows and
registered a 40% growth in the participation
of new exhibitors. Our deep understanding
of the industry and the ability to build lasting

relationships with all stakeholders drive us to
create a vibrant marketplace that enables
meaningful interactions and unlocks
business opportunities. We endeavor to
contribute to the industry’s growth
trajectory and supplement it with invaluable
market insights through the latest discussion
topics.”

Exhibitor Profile

Processing Machinery & Equipment’s;
Packaging  Machinery, Materials &
Consumables; Cleanroom technology,
furniture & equipment’s; Water treatment
plant  solution  providers;  Turn-key
contractors & project consultants; API, Bulk
Drugs, Additives & Excipients; Utilities
products & services like steam generators,
HVAC, boilers, filters, electricals etc.

Visitor Profile

Production / Operations / Formulation;
Purchase / Commercial; Packaging; Quality
Control / Quality Assessment; R&D / New
Drug Delivery System (NDDS); Projects;
Validation; Maintenance; Contract
Manufacturing; Technical Services;
Parenteral; Supply Chain Management;
Compliance & Regulatory.

Hosted-Buyer Programme

Our Hosted-Buyer Programme is a cost-
effective and time-efficient way to meet
over 400 top-tier solution providers of
pharma machinery technologies, analytical
instruments and laboratory equipment from

India and across the globe.

What Is the Hosted-Buyer Programme?

It is a tailor-made module guaranteeing
highly productive business meetings
between you and the leading solution
providers  of  pharma  machinery
technologies, analytical instruments and
laboratory equipment from India and across
the globe.

What are the benefits?

Source products efficiently through pre-
arranged in-person meetings with new and
existing suppliers; Share knowledge and
thoughts  with like-minded business
professionals and get acquainted with the
latest market trends and innovations; Gain
early access to exhibitor information before
the event; Enjoy VIP lounge privileges,
including networking opportunities, lunch,
refreshments and more.

Indian pharma industry has been a key
contributor in improving the country’s
healthcare and economic outcomes. The
past few years have accelerated several
opportunities for the industry. Pharma is at
the core of Government’s Aatmanirbhar
Bharat Vision and the Indian Pharma
industry is already making a giant leap
towards achieving this vision by focusing
upon innovation. The Indian pharma
industry is expected to reach US$ 130 bn by
2030 from the current USS 41.7 bn which
means ample growth opportunity for all the
machinery solution providers. °




