
CMO/CDMO Market Growth Strengthens
Across USA, Europe, APAC and Saudi Arabia
Toward 2035

CMO/CDMO Market

Global CMO/CDMO market projected to

grow from USD 4.02B in 2025 to USD

5.46B by 2035, driven by biologics

expansion, outsourcing, and regulatory

alignment.

GERMANY, November 10, 2025

/EINPresswire.com/ -- The global

Contract Manufacturing and Contract

Development and Manufacturing

Organization (CMO/CDMO) market is

forecast to grow from USD 4.02 billion in 2025 to USD 5.46 billion by 2035, signaling a sustained

CAGR of 3.1% over the assessment period. Rising complexity in drug development, regulatory

pressures, and the global shift toward biologics and gene therapies are key forces accelerating

demand for scalable outsourced manufacturing capabilities.

Strategic outsourcing is no

longer optional; CDMOs are

central to biopharma

scaling, regulatory agility,

and cost-efficient

commercialization.”

Sabyasachi Ghosh

Across the USA, Europe, APAC, and Saudi Arabia,

pharmaceutical companies are increasingly transitioning to

fully integrated CMO/CDMO partnerships to reduce

operational burdens, streamline regulatory submissions,

and accelerate commercialization timelines. Biotech

innovators and emerging pharmaceutical players are

particularly reliant on CDMOs to support early-stage

formulation, scale-up, clinical material supply, and large-

batch manufacturing.

Explore trends before investing — request a sample report today!:-

https://www.futuremarketinsights.com/reports/sample/rep-gb-13038

Driving Factors: Biologics Momentum and Supply Chain Reconfiguration

The surge in biologics—including monoclonal antibodies, cell therapies, and gene-modified

http://www.einpresswire.com
https://www.futuremarketinsights.com/reports/sample/rep-gb-13038


modalities—has reshaped operational expectations for development and manufacturing

facilities. In 2024 and 2025, CDMO investment concentrated heavily on expanded bioreactor

capacity, real-time quality analytics, and automated process controls. These advancements allow

faster production cycles and enhanced batch consistency.

Key drivers include:

•  Cost Optimization: Outsourcing avoids the USD 150–500 million capital expenditure required

to establish GMP-qualified biologics facilities.

•  Regulatory Complexity: Accelerated approvals and adaptive clinical trial frameworks increase

reliance on CDMOs with cross-regional compliance expertise.

•  ESG Alignment: Facilities are integrating solvent recovery, green chemistry, and energy-efficient

processing to meet environmental benchmarks.

Regional Market Landscape

•  United States: Market growth supported by biotech innovation hubs and strategic M&A among

CDMOs. Thermo Fisher’s USD 2 billion investment to expand U.S. biologics capabilities

underscores market trajectory.

•  Europe: Germany, Switzerland, and France prioritize gene and cell therapy readiness. Lonza’s

integration under its One Lonza model positions Europe as a global leader in specialized

biologics.

•  Asia-Pacific: China and India exhibit rapid expansion due to competitive manufacturing costs,

government policy support, and rising biologics capacity. China’s CAGR is projected at 5.8% and

India’s at 6.6% from 2025 to 2035.

•  Saudi Arabia & GCC: Pharmaceutical localization initiatives and government-backed strategic

partnerships are enabling new regional manufacturing clusters, reducing global dependence on

Western suppliers.

Market Segmentation Insights

•  Services: Stand-alone contract services account for 57.2% of market share in 2025 due to

demand for packaging, labeling, and analytical testing. Scale-up and tech-transfer services

comprise 42.8%, reflecting continued emphasis on commercial readiness.

•  Products: API substrates lead with 61.3% of share, supported by increased enforcement of

quality assurance and traceability standards. Small molecules remain essential at 38.7%,

benefiting from advances in AI-assisted molecule design.

Regulatory Compliance Strengthens Market Confidence

Click Here to Purchase the Report:- https://www.futuremarketinsights.com/checkout/13038

CMO/CDMO providers operate within globally harmonized frameworks:

https://www.futuremarketinsights.com/checkout/13038


•  FDA (U.S.): cGMP under 21 CFR Parts 210 & 211

•  EMA (Europe): EudraLex Volume 4 GMP Directives

•  PMDA (Japan): Pharmaceutical and Medical Device Act

•  CDSCO (India): Schedule M compliance

•  NMPA (China): National GMP audit enforcement

To remain competitive, top players invest in digital batch release, blockchain traceability, and

real-time manufacturing records.

Competitive Outlook

Major market participants include Lonza Group, Catalent Inc., WuXi AppTec, Samsung Biologics,

and Thermo Fisher Scientific. Together, they lead global investment in high-volume biologics

production, integrated discovery-to-commercial service pipelines, and adaptive regulatory

strategy.

Challenges and Opportunities

Challenges include high capital expenditure and talent shortages across specialized

bioprocessing roles. Meanwhile, opportunities emerge in biosimilar expansion, decentralized cell

therapy manufacturing, and modular, single-use production systems enabling flexible scaling.

Latest Diagnostic Devices Reports:-

Long-acting rhG-CSF Market

https://www.futuremarketinsights.com/reports/long-acting-rhg-csf-market

Wearable Healthcare Devices Market

https://www.futuremarketinsights.com/reports/wearable-healthcare-devices-market

Nuclear Medicine Shielded Equipment Market

https://www.futuremarketinsights.com/reports/nuclear-medicine-shielded-equipment-market

Why Choose FMI Empowering Decisions that Drive Real-World Outcomes:-

https://www.futuremarketinsights.com/why-fmi

About Future Market Insights (FMI)

Future Market Insights, Inc. (ESOMAR certified, recipient of the Stevie Award, and a member of

the Greater New York Chamber of Commerce) offers profound insights into the driving factors

that are boosting demand in the market. FMI stands as the leading global provider of market

intelligence, advisory services, consulting, and events for the Packaging, Food and Beverage,

https://www.futuremarketinsights.com/reports/long-acting-rhg-csf-market
https://www.futuremarketinsights.com/reports/wearable-healthcare-devices-market
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Consumer Technology, Healthcare, Industrial, and Chemicals markets. With a vast team of

over 400 analystsworldwide, FMI provides global, regional, and local expertise on diverse

domains and industry trends across more than 110 countries.

Contact Us:

Future Market Insights Inc.

Christiana Corporate, 200 Continental Drive,

Suite 401, Newark, Delaware – 19713, USA

T: +1-347-918-3531

For Sales Enquiries: sales@futuremarketinsights.com

Website: https://www.futuremarketinsights.com
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