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According to our new research study on “Bulk Lyophilization Services Market Forecast
to 2031 —Global Analysis — by Type, Material, and End User,” the market is anticipated
to grow from US$ 839.19 million in 2024 to US$ 1,370.56 million by 2031; the market is
expected to register a CAGR of 7.4% from 2025 to 2031. The bulk lyophilization
services market growth is attributed to the rising demand for biologics and vaccines
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requiring advanced preservation, and the surging demand for outsourcing
pharmaceutical manufacturing to specialized CDMOs.

Bulk lyophilization services are essentially the large-scale, freeze-drying of drug and
biologic products done by a third party before the final packaging of the product into
dosage forms. Such services are available from specially equipped Contract
Development and Manufacturing Organizations (CDMOs) that have high-capacity
lyophilizers suitable for commercial-scale production. The shift toward sustainable and
energy-efficient lyophilization systems, Al-driven predictive cycle optimization and digital
twins, and the rise of modular and containerized lyophilization units for decentralized
production are expected to be major bulk lyophilization services market trend in the
coming years.

The bulk lyophilization services market in North America is segmented into the US,
Canada, and Mexico. The North America bulk lyophilization services market is
expanding owing to several factors. The US holds the largest market share, followed by
Canada. The demand for bulk lyophilization services in the region is fueled by the
advanced healthcare infrastructure, increasing investments for capacity expansion to
support the required production.

Freeze-drying, known as lyophilization, is a method through which water is removed
from a product under vacuum in order to preserve the product's integrity without the use
of excessive heat, thereby making aseptic processing and reconstitution easy and at the
same time the stability of the temperature-sensitive compounds is enhanced. Following
the FDA guidelines, new parenteral products are best manufactured in a lyophilized
form due to their instability in the solution. These products include antibiotics such as
semi-synthetic penicillins, cephalosporins, erythromycin salts, doxycycline,
chloramphenicol, and corticosteroids such as hydrocortisone sodium succinate and
methylprednisolone sodium succinate. lyophilization constitutes a large part of the
industry's output, with injectables being the most common lyophilization form. These
products make up 13% of the total number of items on the drug shortage list published
by the FDA, highlighting supply chain vulnerabilities and the demand for CDMO
services.

The US pharmaceutical industry that is spread across research, manufacturing, and
technical roles and employs more than 800,000 people, invested US$ 83 billion in
research and development in the year 2019 alone. The majority of this investment
supports advanced lyophilization technologies. Correlative CDMOs such as
Lyophilization Technology, Inc. (LTI) offer a continuum of services from the manufacture
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of clinical supplies for sterile pre-clinical to Phase Il materials to full-scale freeze-drying
of healthcare products. Coriolis Pharma made public a US$ 10 million investment in
July 2025 in a new facility located in Morrisville, North Carolina, its first US site, to
provide formulation development as well as lyophilization for liquid and solid
biopharmaceuticals. In this way, 50 highly skilled jobs will be created. Sow Good Inc.
has put aside more than 10 million US dollars to build a production plant for freeze-
drying tailored to nutritional products, thus manifesting the technology's openness to
other industries, such as food and biotech, besides pharma. The implementation of
controlled nucleation method such as ControLyo brings about the optimization of drying
uniformity and the reduction of cycle times. Bulk lyophilization is thus enabled to keep
up with the accelerated market entry that comes with ever-expanding biotech pipelines.

The US Food and Drug Administration, World Bank Data, National Health Service
(NHS), FDA (Food and Drug Administration), EMA (European Medicines Agency), and
WHO (World Health Organization) are among the primary and secondary sources
referred to while preparing the bulk lyophilization services market report.

Reason to buy

Save and reduce time carrying out entry-level research by identifying the growth,
size, leading players and segments in the global Bulk Lyophilization Services
market.

Highlights key business priorities in order to assist companies to realign their
business strategies

The key findings and recommendations highlight crucial progressive industry
trends in the global Bulk Lyophilization Services market, thereby allowing
players across the value chain to develop effective long-term strategies

Develop/modify business expansion plans by using substantial growth offering
developed and emerging markets

Scrutinize in-depth global Bulk Lyophilization Services market trends and
outlook coupled with the factors driving the market, as well as those hindering it.

Enhance the decision-making process by understanding the strategies that
underpin commercial interest with respect to client products, segmentation,
pricing and distribution
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