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Key Trends in Injectables Industry

Ongoing consolidation and few market entrants

Overall trend to consolidation with growing levels of M&A at higher

valuations

New entrants challenged by (i) long customer relationships as

customer / tech transfer costly (ii) trend towards complex

molecules favoring CDMOs with track record (iii) high Capex

requirements (iv) strict regulation

Growing role of biotech and small pharma

Ongoing shift to biotech and small pharma players focused on rare

diseases – particularly in clinical phase, who need to outsource due

to lack of in-house capabilities favors smaller CDMOs (to serve

small customers) and CDMOs with development and end-to-end

capabilities

Growth in CDMO strategic partnerships

Pharmaceutical companies increasingly looking to establish long-

term strategic partnerships instead of transactional relationships

Favours CDMOs with capabilities in clinical and commercial, and

with a range of asset sizes to support evolution in volume demand

over time

Rising price pressure in US market

The pressure on generic drug prices in the US is increasing which

is majorly caused by increased competition following faster pace of

approvals and consolidation of distributors over the last few years.

Some stabilization has been seen after the exit of weaker players

in some categories but sustained growth in the US is dependent on

new approvals/launches in the market



Growth of Biologics Driving Injectables Market

FY15 FY20

Biologics Market Size
(USD Bn)

+13%

184

337

FY15 FY20

CDMO Market size
(USD Bn)

+15%

12-13

4-5

CDMO business model is rapidly 

entering the developing markets, which 

is becoming a new engine for growth

*Includes biosimilars, vaccines and other large molecules

Increased Outsourcing

 Small-cap bio-techs, orphan/fast-track products, and

advanced technologies driving increased outsourcing

 Market shifting to more complex modalities, where

CDMOs are increasingly strategic partners and

outsourcing rates are higher

 ~50% of NMEs have been outsourced in the last 5

years

Robust R&D pipeline

 Bio-techs continue to drive innovation and

disproportionate growth

 Biologics growth (12%) outpacing small molecule

(6%)

 Emerging bio-pharma expected to drive future

industry growth

 Oncology, rare diseases leading growth

 70%+ of pipeline likely to require advanced delivery

technologies

 Cell & gene therapy capacity demand far exceeds

supply

 High demand for biologics drug substance & drug

product



Impact of COVID-19 Pandemic

> 100%
increase

Demand for Gland’s COVID-19 related products(3)

2020

(3) Products include: Atracurium Besylate, Cisatracurium, Dexmedetomidine, 

Enoxaparin Sodium, Etomidate, Midazolam, Rocuronium, Vecuronium

Broad therapeutic portfolio helping us to cater to changing

market demand on account of COVID-19

Daily new confirmed COVID-19 cases per million people(1)

Changing treatment protocols in US(2)

% of ICU patients vs. total

hospitalised COVID patients

% of ICU patients on

mechanical ventilation

April 2020 30% 82%

March 2021 22% 59%

(1) Johns Hopkins University CSSE COVID-19 Data

(2) The COVID Tracking Project

Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun

2021



Mitigating Business Risk of COVID-19 Pandemic

Plan production schedules in an 

optimum manner to maximize 

capacity and material utilization

Efficient production 

planning

Discussions with FDA for quick approvals related to 

alternate API approvals, site transfer etc.

Optimal resource allocation 

through regulatory efforts

Leveraging our customer relationships to 

request accelerated deliveries on critical 

production supplies

Accelerated Replenishment

Efficient logistical preparedness along 

with optimizing the dispatch schedules to 

best utilize container space in a cost-

effective manner

Logistics Preparedness
Put in adequate safeguards to 

ensure health and safety of 

employees and their family by 

taking precautionary measures; 

social distancing, workplace 

fumigation and sanitization 

across all plants 

Employee Safety

21
ANDAs filed

32
ANDAs approved

193
Million units produced

5
DMFs filed

3,456
Batches produced

Key Business Performance Indicator



Focused Approach for Navigating Pricing Pressures

Gland has not received any warning letters from USFDA since 

inception of each facility

Quality is a Key Metric for Customers while 

Choosing Partners


Long-term supply contracts with marketing partners, typically more 

than 5 years

Diversified Business ModelContinued Focus on Product Lifecycle 

Management and Cost Management


Gland has significantly higher margins vs peers which in-turn helps 

drive growth


Backward integrated manufacturing capabilities

Scale of Operations and Backward Integration

Easily scalable / modular manufacturing capabilities

Significant experience to optimize supply chain 

resulting in cost advantage

Stronger partnerships due to lack of injectable manufacturers with 

good regulatory track record









8 Facilities

4 Finished 

Formulation Facilities

767 million units 

&
4 API Facilities

11,000 kg / year, R&D Pilot 

Plant and Biotech Drug 

Substance facility

Economies of scale through shifting manufacturing 

lines

Manage costs via optimal inventory levels and 

economic orders

Alternative cost-effective APIs

Externally sourced components

Change in batch sizes

Our flagship facility is USFDA compliant since 2003




Due to differentiated B2B Model, Gland can derive 

scale benefit at a product as well as formulation level

Relationships with leading pharma companies supports growth

35+ audits on average per year, including customer audit 

and regulatory agency audit



Diversified Business Model Enabling Longstanding Strategic 
Partnerships

B2B (Global) B2C (India)

B2B – IP Led
B2B Tech Transfer B2B CMO B2C

Own Filing Partner Filing

Overview

• Out-license to Marketing partners

• Long term product supply contracts

• Co-development(3) with 

Partner

• Manufacturing by Gland

• Fill and finish service

• Loan and license 

agreements

• Direct marketing of 

products

Revenue Model

• License and milestone payments

• Selling price per unit dose + Profit Share

• Tech transfer fee 

• Selling price per  unit dose 

+ Royalty

• Fixed per unit price • Direct sale of products

ANDA 

Ownership(2)     

IP Ownership(2)
 Co-owned   

• Operating in 60+ countries as of March 31, 2021

• One of the fastest growing generic injectables-focused companies by revenue in the US from 2014 to 2019 (1)

• Successful track record of operating B2B model with leading companies, complemented by a B2C model in home market of 
India leveraging brand strength and sales network

Grow market share while reducing the 

marketing investments

Leverage reputation of 

marketing partners

Build reputation as a an 

injectable manufacturer 

with good compliance 

record

Advantages 

of B2B 

models

Drive profitability with 

higher capacity 

utilization

Note: (1) As per IQVIA Report. (2) Reflects typical features of such business models in regulated markets (3) Exhibit batches and stability studies are 

performed by Gland



Levers for Sustainable Growth Going Forward

Strong Regulatory Track Record

• As of March 31, 2021, we along with our partners have 284 ANDA filings, which include 234 

ANDA approvals and 50 ANDAs filed and awaiting approval. 

Building niche capabilities through continued R&D investments

• Continuing investments towards creating robust infrastructure for the vaccine and bio-similar 

space

Strong growth aided by new launches and volume growth from existing 

portfolio

Expanding Manufacturing Footprint

• Commissioning additional capacity to support future portfolio of complex injectables and New 

Delivery formats including pens and cartridges

Geographic expansion in to emerging markets 

 Diversify revenue base while maintaining healthy profitability
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