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With 46% of global prophylactic trials and 31% of therapeutic trials, the Asia-Pacific region emerges as a
powerhouse in vaccine development, driving innovation with cutting-edge technologies, robust pipelines, and
strategic collaborations to combat complex diseases.

Vaccines are the bedrock of public health, providing preventive solutions against infectious diseases while increasingly
exploring therapeutic potential for chronic and complex conditions. Novotech’s 2024 whitepaper, “Global Clinical Trial

Landscape for Vaccines, provides a detailed overview of the transformative shifts in vaccine development. This article
delves deeper into the report's insights, highlighting the technological advancements, strategic investments, and regional
dynamics reshaping vaccine research and development.

From Prophylactic to Therapeutic: A Transformative Shift

Traditionally associated with disease prevention, the vaccine industry is witnessing a shift toward therapeutic applications.
Therapeutic vaccines, designed to treat existing diseases, are emerging as a revolutionary approach in oncology and
chronic infections. Between 2019 and 2024, therapeutic vaccine trials grew at a compound annual growth rate (CAGR) of
21.2%, reflecting increasing research focus and investment.

Conversely, prophylactic vaccines, the mainstay of public health, continue to dominate with a robust CAGR of 54.9%.
Innovations in prophylactic vaccine delivery, including microneedle array patches (MAPSs) and intranasal formulations, are
enhancing accessibility and usability. These advances are particularly critical in resource-limited regions, where storage
and distribution challenges hinder vaccine uptake.
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Technological Innovations Driving the Industry

e mMRNA and Viral Vector Platforms:
The rapid development and deployment of mRNA vaccines during the COVID-19 pandemic underscored their
potential for scalability and adaptability. These platforms are now being harnessed to combat other diseases,
including HIV, malaria, and respiratory syncytial virus (RSV). Viral vectors, meanwhile, offer robust immune
responses, making them a popular choice for both prophylactic and therapeutic vaccines.

e Genomics Integration:
Genomic sequencing has become integral to vaccine research, enabling precise pathogen tracking and
identification of novel antigens. This technology is pivotal in responding to emerging threats and tailoring vaccine
solutions to specific populations.

o Artificial Intelligence (Al) and Big Data:
Al is revolutionizing vaccine trials by optimizing patient recruitment, monitoring safety, and analyzing real-time
data. These advancements are particularly evident in adaptive trial designs, which adjust protocols based on
interim results, reducing development timelines.

e Therapeutic Innovations in Oncology:
In oncology, therapeutic vaccines are leveraging immunotherapy and checkpoint inhibitors to target cancer-specific
antigens. These vaccines aim to stimulate the immune system to recognize and destroy cancer cells, offering
personalized and potentially curative treatments.

Asia-Pacific: A Global Vaccine Powerhouse

The Asia-Pacific region has solidified its position as a leading hub for vaccine research and development, leveraging its
advantages in cost-efficiency, diverse demographics, and rapid participant recruitment rates. With a significant share in
both prophylactic and therapeutic vaccine trials, the region demonstrates strategic importance in shaping the future of
global vaccine innovation.

Dominance in Global Vaccine Trials

Asia-Pacific conducts an impressive 46% of global prophylactic vaccine trials and 31% of therapeutic vaccine trials,
surpassing other regions in trial volumes and operational efficiency. Its ability to recruit participants nearly four times faster
than regions like North America is a testament to its robust clinical trial infrastructure. The region’s high recruitment
rates—24 subjects per site per month for prophylactic vaccines compared to just 5.66 in the U.S.—underline its capability
to expedite vaccine development timelines.

Key Players and Their Contributions
China:

e Leadership in Trials: China dominates the Asia-Pacific vaccine landscape, conducting 41% of the region’s
prophylactic vaccine trials and 28% of therapeutic trials.

¢ Innovation Focus: Its advanced mRNA and viral vector platforms have positioned China as a pioneer in vaccine
technology, with significant contributions to COVID-19 and respiratory syncytial virus (RSV) vaccine research.

o Key Developments: Companies like Sinovac and CanSino Biologics are major players, developing a range of
vaccines, including inactivated COVID-19 vaccines and recombinant adenovirus vector vaccines.Australia:



e Therapeutic Vaccine Leader: Australia is emerging as a key player in therapeutic vaccine trials, particularly for
oncology and chronic diseases.

e Advanced Capabilities: With robust research facilities and government support, Australia has become a hub for
cancer vaccine innovations, focusing on melanoma and other challenging indications.

India, Japan, and South Korea:

e India: Known for its vaccine manufacturing prowess, India contributes significantly to global vaccine supply,
producing 60% of the world’'s vaccines through companies like Serum Institute of India (SlIl) and Bharat Biotech.
The country is also advancing in mRNA vaccine technology with initiatives like Gennova Biopharma’s development
pipeline.

e Japan: Renowned for its focus on precision medicine, Japan plays a crucial role in developing vaccines for rare
diseases and personalized cancer therapies. Japanese pharmaceutical giants such as Takeda and Daiichi Sankyo
are investing heavily in innovative platforms like DNA vaccines.

e South Korea: Leveraging a strong biotech ecosystem, South Korea excels in both prophylactic and therapeutic
vaccine R&D. Companies like SK Bioscience have made strides in COVID-19 and RSV vaccine development,
supported by government funding and international partnerships.

Pipeline and Innovations
The region boasts a robust pipeline of vaccines across various stages:

e Prophylactic Vaccines: Over 800 candidates are in the pipeline, with mRNA vaccines accounting for 18% and
subunit vaccines leading at 32%. Innovations such as intranasal vaccines and microneedle patches are being
trialed for enhanced accessibility.

e Therapeutic Vaccines: With over 300 candidates, therapeutic vaccines focus on cancer and chronic infections.
Nearly 46% are in Phase |, reflecting early-stage innovation in personalized treatments and immune modulation.

Strategic Advantages

o Cost-Effective Trials: Clinical trials in Asia-Pacific are significantly more cost-effective, offering up to 30-40%
savings compared to Western regions. This financial efficiency attracts global pharmaceutical and biotech
companies to conduct trials in the region.

e Diverse Populations: The region's heterogeneity enables trials to account for genetic, cultural, and environmental
factors, improving the global applicability of vaccine results.

e Government Support: Countries like China, India, and South Korea have implemented policies to incentivize
vaccine R&D, including grants, tax benefits, and expedited regulatory approvals.

While the Asia-Pacific region leads in vaccine trials, challenges such as regulatory inconsistencies, limited infrastructure in
rural areas, and vaccine equity need to be addressed. Strengthening public-private partnerships, harmonizing regulations
across countries, and investing in local manufacturing capacity will be crucial for sustaining growth.

The Asia-Pacific's contributions to vaccine innovation and its leadership in clinical trials underscore its strategic role in
global health. By embracing cutting-edge technologies and fostering collaboration, the region is poised to drive
transformative advancements in both prophylactic and therapeutic vaccines.

Challenges Hindering Progress
Despite remarkable advancements, the vaccine industry faces several persistent challenges:

e Equity in Distribution:
Vaccine inequity remains a pressing issue, particularly in low-income countries. Organizations like WHO, Gavi, and
UNICEF are working to address these disparities, but logistical hurdles and funding gaps persist.

e Regulatory Complexities:
The innovative nature of therapeutic vaccines often results in extended approval timelines. While regulatory bodies
have adopted more agile frameworks since COVID-19, therapeutic vaccines still face significant hurdles.



e Public Hesitancy:
Vaccine hesitancy, fueled by misinformation and distrust in healthcare systems, undermines immunization efforts.
Comprehensive public awareness campaigns are critical to reversing this trend.

e High Costs and Recruitment Challenges:
Therapeutic vaccine trials, particularly in oncology, face challenges related to high costs and small, specific patient
populations. Recruitment is often slower, with strict eligibility criteria further limiting participant pools.

Strategic Investments and Collaborations
Mergers, acquisitions, and venture capital funding are reshaping the vaccine industry:

e M&A Activity:
The vaccine sector saw a record $51.4 billion in mergers and acquisitions in 2023, with infectious diseases and
oncology leading the focus areas. Companies are prioritizing scaling operations and consolidating market positions
to enhance their R&D capabilities.

e Venture Funding:
Sustained funding for next-generation vaccines, despite a post-pandemic decline, reflects confidence in the sector.
Early- and mid-stage companies focusing on mRNA platforms and therapeutic vaccines are attracting significant
investments.

e Public-Private Partnerships:
Collaborative initiatives, such as Gavi's Vaccine Investment Strategy, are pivotal in addressing global health
challenges. These partnerships prioritize equitable access and drive innovation in vaccine development.

Emerging Trends in Clinical Trial Designs
Innovative trial designs are enhancing efficiency and success rates in vaccine development:

e Adaptive Trials:
These designs adjust protocols based on interim results, enabling faster and more flexible trials. They are
particularly effective for rapidly emerging diseases like COVID-19.

e Basket and Umbrella Trials:
These approaches allow multiple treatments to be tested across different patient subgroups under a single
protocol. They are gaining traction in therapeutic vaccine trials for oncology and rare diseases.

e Challenge Trials and Platform Trials:
Challenge trials expose participants to pathogens to assess vaccine efficacy quickly, while platform trials evaluate
multiple candidates simultaneously, optimizing resources.

The Road Ahead: Opportunities and Outlook

The vaccine industry is poised for continued growth and innovation. Prophylactic vaccines will remain a cornerstone of
public health, targeting widespread diseases like influenza, HPV, and RSV. Therapeutic vaccines, though nascent, hold
transformative potential in oncology and chronic infections.

To realize this potential, the industry must:

e Foster Global Collaboration: Stakeholders must work together to address equity and accessibility issues,
ensuring vaccines reach underserved populations.

e Embrace Regulatory Flexibility: Building on lessons from COVID-19, regulatory bodies must streamline approval
processes without compromising safety.

e Invest in R&D: Sustained investment in cutting-edge technologies like mRNA and Al is critical to addressing
emerging health threats.

By overcoming current challenges and leveraging technological advancements, the global vaccine landscape promises to
deliver transformative health solutions for a safer, healthier future.



