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Pharmacovigilance Market to Reach USD
20.97B by 2035, Growing at a CAGR of 8.8%

Expanding Pharma Sector to Drive
Pharmacovigilance Market to USD 20.97B
Globally by 2035

NEW YORK, DE, UNITED STATES, June
13, 2025 /EINPresswire.com/ -- The
global Pharmacovigilance Market is
estimated to be valued at USD 9025.2
million in 2025 and is projected to , Pharmacovigilance Market
reach USD 20,977.1 million by 2035,
registering a compound annual growth
rate (CAGR) of 8.8% over the forecast
period. This growth is driven by the
increasing incidence of adverse drug reactions (ADRs), the rising prevalence of chronic diseases,
and the expanding pharmaceutical industry.

Pharmacovigilance Markets

The pharmacovigilance market is a critical component of the global pharmaceutical industry,
playing a vital role in monitoring, assessing, and preventing
“ adverse effects associated with pharmaceutical products.
As drug development and consumption continue to
expand, the need for robust pharmacovigilance systems
has never been more essential. This market is designed to
ensure patient safety and maintain the credibility of
to enhancing drug safety pharmaceutical companies through stringent regulatory
and patient care.” compliance and continuous post-market surveillance. The
Sabyasachi Ghosh rise in the number of clinical trials, the complexity of drug
formulations, and the focus on personalized medicine

The pharmacovigilance
market is evolving rapidly,
and | believe technology and
global collaboration are key

further contribute to the growing relevance of the pharmacovigilance market in today’s
healthcare ecosystem.
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The pharmacovigilance market is currently undergoing a period of rapid transformation, driven
by the integration of digital technologies and advanced analytics. One of the key trends shaping
this market is the use of artificial intelligence (Al) and machine learning (ML) to automate data
collection and analysis processes. These technologies enable faster signal detection and
enhance the accuracy of adverse drug reaction reporting. Additionally, cloud-based
pharmacovigilance systems are gaining popularity due to their scalability, cost-effectiveness, and
ability to facilitate real-time data sharing across global locations.

Another significant trend is the increasing collaboration between pharmaceutical companies and
contract research organizations (CROs). Outsourcing pharmacovigilance activities allows
pharmaceutical firms to focus on core operations while ensuring compliance with evolving
regulatory requirements. Moreover, the growing emphasis on patient-centric care has led to a
surge in patient-reported outcomes, further enriching the data pool available for
pharmacovigilance analysis.

Driving Forces Behind Market Growth

Several factors are contributing to the robust growth of the pharmacovigilance market. One of
the primary drivers is the rising number of adverse drug reactions (ADRs) reported worldwide.
With more complex drug therapies being introduced to the market, the likelihood of unforeseen
side effects also increases, making pharmacovigilance essential for risk mitigation.

The regulatory landscape is another significant growth driver. Regulatory authorities across the
globe, such as the U.S. Food and Drug Administration (FDA), the European Medicines Agency
(EMA), and the World Health Organization (WHO), have introduced stringent guidelines that
mandate continuous monitoring of drug safety. Compliance with these regulations is not only a
legal requirement but also crucial for maintaining a company's reputation and market position.

In addition, the surge in drug development activities, particularly for rare diseases and
personalized treatments, has led to a higher demand for comprehensive safety monitoring. The
COVID-19 pandemic further underscored the importance of pharmacovigilance, with vaccines
and therapies being fast-tracked for approval and requiring close post-market surveillance.

Challenges and Opportunities

Despite its promising growth, the pharmacovigilance market faces several challenges that
stakeholders must address. One of the major hurdles is the lack of standardized data formats
and systems, which hampers the efficient sharing and analysis of safety data. This issue is
particularly pronounced in multi-country clinical trials where regulatory requirements and
reporting standards can vary significantly.

Data privacy and cybersecurity are also critical concerns. With increasing digitization, the risk of
data breaches and unauthorized access to sensitive patient information becomes a pressing



issue. Ensuring robust data protection measures while maintaining compliance with data privacy
regulations such as GDPR is a complex but necessary task.

On the other hand, these challenges also present opportunities for innovation and
improvement. The adoption of blockchain technology for secure and transparent data sharing is
one such avenue. Moreover, the increasing focus on real-world evidence and big data analytics
offers the potential to enhance signal detection capabilities and improve overall drug safety
monitoring.

Recent Industry Developments

The pharmacovigilance market has witnessed several notable developments in recent years.
Many companies are investing heavily in technology to streamline their pharmacovigilance
processes. The integration of Al tools for automating case processing and signal detection is
becoming increasingly common. This not only reduces manual errors but also enhances
efficiency.

Another important development is the growing adoption of mobile health applications for
adverse event reporting. These apps enable patients and healthcare providers to report side
effects in real time, contributing to a more comprehensive safety profile of drugs.

Regulatory bodies are also playing an active role in shaping the future of pharmacovigilance. For
example, the EMAs EudraVigilance system has undergone several upgrades to improve its
functionality and user experience. Similarly, the FDA is exploring the use of real-world data for
regulatory decision-making, which could significantly impact pharmacovigilance practices.

Regional Analysis

The pharmacovigilance market demonstrates varying levels of maturity across different regions.
North America currently holds a dominant position, driven by the presence of leading
pharmaceutical companies, well-established regulatory frameworks, and high healthcare
expenditure. The U.S., in particular, has a robust pharmacovigilance infrastructure supported by
agencies like the FDA and CDC.

Europe follows closely, with countries like Germany, France, and the UK showing strong adoption
of pharmacovigilance practices. The EMA plays a central role in harmonizing regulations across
the European Union, making it easier for companies to comply with safety requirements.

In the Asia-Pacific region, the pharmacovigilance market is growing rapidly due to increased drug
development activities, rising healthcare awareness, and the expansion of multinational
pharmaceutical firms. Countries such as India and China are emerging as major hubs for clinical
trials and pharmacovigilance outsourcing, thanks to their large patient populations and cost-
effective services.



Other regions, including Latin America and the Middle East, are also showing growing interest in
pharmacovigilance. However, these markets are still developing in terms of infrastructure and
regulatory oversight, offering significant potential for future growth.

Explore In-Depth Analysis-Click Here to Access the Report:-
https://www.futuremarketinsights.com/reports/pharmacovigilance-market

Competitive Outlook

The pharmacovigilance market is highly competitive, with numerous players offering a range of
services and technologies. Companies are constantly striving to differentiate themselves through
innovation, quality of service, and regulatory expertise. Mergers and acquisitions are a common
strategy, enabling firms to expand their service offerings and geographic reach.

Technological advancements are another key area of competition. Companies that invest in Al,
cloud computing, and data analytics are better positioned to offer faster, more accurate
pharmacovigilance solutions. Additionally, partnerships between pharmaceutical firms and
technology providers are becoming more prevalent, further intensifying the competitive
landscape.

Customer trust and regulatory compliance remain paramount, making transparency and ethical
practices crucial differentiators in this market. Firms that can successfully balance these factors
while delivering cost-effective solutions are likely to gain a competitive edge.

Top Companies

Several leading companies dominate the global pharmacovigilance market, offering end-to-end
safety monitoring solutions. ICON plc, IQVIA, Parexel International, Covance, and Accenture are
among the top players known for their robust service portfolios and global reach. These firms
leverage advanced technologies and a deep understanding of regulatory requirements to
provide comprehensive pharmacovigilance services.

In addition to these giants, there is a growing number of mid-sized and specialized service
providers catering to niche segments. These companies often focus on particular therapeutic
areas or offer customized solutions for smaller pharmaceutical firms and biotech startups.

Startups and tech firms are also entering the space, bringing innovative solutions that enhance
data analytics, patient engagement, and automation. As the market evolves, collaboration
between traditional pharmacovigilance providers and technology innovators will play a crucial
role in shaping the industry’s future.

Segmentation Outlook
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The pharmacovigilance market can be segmented based on service type, clinical phase, end
user, and region. Service types include spontaneous reporting, intensified ADR reporting,
targeted spontaneous reporting, and cohort event monitoring. Among these, spontaneous
reporting holds the largest market share due to its widespread use and regulatory acceptance.

By clinical phase, post-marketing surveillance is the most prominent segment, as it ensures
ongoing safety monitoring after a drug is approved. This phase is critical for detecting rare or
long-term adverse effects that may not have been evident during clinical trials.

In terms of end users, pharmaceutical companies represent the largest segment, followed by
CROs and academic research institutions. These stakeholders rely on pharmacovigilance services
to ensure compliance, improve product safety, and maintain market reputation.
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