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Abstracts

The pharmacovigilance and drug safety software market in South and Central America

was valued at approximately US$ 11.09 million in 2023 and is projected to grow to US$

14.93 million by 2031, reflecting a compound annual growth rate (CAGR) of 3.8% during

the forecast period from 2023 to 2031.

Technological Advancements Driving Market Growth

The integration of advanced technologies such as Artificial Intelligence (AI), Machine

Learning (ML), and Natural Language Processing (NLP) is significantly transforming the

pharmacovigilance landscape. These technologies are streamlining traditionally

resource-intensive processes, leading to more efficient and informed pharmacovigilance

practices. Modern pharmacovigilance software platforms are increasingly equipped with

sophisticated analytics and AI capabilities that enhance the detection of safety signals.

By analyzing large datasets, these tools can uncover correlations and patterns that

might be missed by conventional methods.

AI-driven predictive analytics are particularly valuable, as they can anticipate potential

safety issues, enabling companies to implement proactive measures. Machine Learning

models are utilized to predict adverse events related to drug use. For example,

pharmacovigilance initiatives leverage ML to analyze extensive datasets, identifying

patterns that may suggest risks of adverse drug reactions. ML algorithms excel at

processing unstructured data, such as social media content and patient records, to

forecast safety concerns effectively.

Several key players in the market are developing automated AI-based monitoring tools
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to support pharmaceutical companies in drug development. A notable example

is Clarivate, which launched the AI-driven pharmacovigilance literature monitoring

platform, DialogML, in May 2021. This platform automates the monitoring of

pharmacovigilance literature, streamlining processes such as aggregate report

generation and safety signal reviews. In January 2024, PubHive Ltd. introduced an

innovative centralized summary of product characteristics (SmPC) management

platform that incorporates AI-powered pharmacovigilance workflows. This platform is

designed for life sciences, pharmaceutical companies, and clinical research

organizations (CROs), enhancing compliance and operational efficiency for

pharmacovigilance teams.

The use of AI systems for real-time drug safety monitoring is becoming increasingly

prevalent. This proactive approach includes analyzing clinical trial data, reviewing

medical literature, and examining patient registries for adverse events (AEs). AI

technologies improve the accuracy and speed of adverse drug reaction (ADR)

detection. Furthermore, NLP capabilities allow AI systems to extract pertinent

information, such as drug names and symptoms, from extensive textual datasets,

facilitating rapid and accurate adverse event reporting. This capability accelerates the

identification of new or previously unknown drug safety issues, significantly advancing

pharmacovigilance efforts.

Market Overview and Segmentation

The pharmacovigilance and drug safety software market in South America is

segmented into several regions, including Brazil, Argentina, and the Rest of South

America. Despite the rapid advancement in drug development driven by innovative

technologies, pharmaceutical companies in South America encounter challenges

related to regulatory compliance for well-characterized molecules due to additional local

requirements. The South American Office of the Food and Drug Administration (FDA)

plays a crucial role in safeguarding public health by ensuring the safety and efficacy of

medical products. However, the regulatory landscape varies significantly across

countries, leading to diverse pharmacovigilance approaches. For instance, in Brazil, the

ANVISA (Brazilian Health Regulatory Agency) oversees pharmacovigilance activities,

establishing guidelines and ensuring compliance.

Given the critical importance of pharmacovigilance in the pharmaceutical industry,

companies require high-quality software solutions that are regularly updated to meet

evolving regulations and industry best practices. As technology continues to advance,

pharmacovigilance software is expected to become increasingly sophisticated, offering
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enhanced functionalities for managing drug safety data effectively. These

advancements are anticipated to drive market growth in the coming years.

Market Segmentation Analysis

The South and Central America pharmacovigilance and drug safety software market is

categorized based on various factors, including offering, deployment, enterprise size,

form, functionality, end user, and country.

1. Offering: The market is divided into software and services, with the software segment

holding a larger market share in 2023.

2. Deployment: The market is segmented into cloud-based and on-premises solutions,

with cloud solutions dominating the market share in 2023.

3. Enterprise Size: The market is classified into large enterprises and small to medium-

sized enterprises (SMEs), with large enterprises holding a significant share.

4. Form: The software is categorized into standard and customized forms, with standard

solutions leading the market.

5. Functionality: The market includes various functionalities such as signal and risk

management, issue tracking, case management, and clinical safety management, with

signal and risk management being the most prominent segment.

6. End User: The market is segmented into pharmaceutical and biotechnology

companies, contract research organizations, and business process outsourcing firms,

with pharmaceutical and biotechnology companies holding the largest share.

7. Country: The market is divided into Brazil, Argentina, and the Rest of South America,

with Brazil being the dominant player in 2023.

Key Players in the Market

Leading companies in the South and Central America pharmacovigilance and drug

safety software market include Veeva Systems Inc., IQVIA Holdings Inc., AB Cube

S.A.S., ArisGlobal LLC, Oracle Corp, Max Application, ICON Plc, Cognizant Technology

Solutions Corp, Accenture Plc, Syneos Health Inc., Genpact Ltd., Laboratory Corp of

America Holdings, Parexel International Corp, Qinecsa Solutions, and Clinevo
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Technologies. These companies are at the forefront of developing innovative solutions

that enhance pharmacovigilance and drug safety practices in the region.

Reason to buy

Save and reduce time carrying out entry-level research by identifying the growth,

size, leading players and segments in the South and Central America

pharmacovigilance and drug safety software 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 South and Central America pharmacovigilance and drug safety

software 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 South and Central America market trends and outlook

coupled with the factors driving the pharmacovigilance and drug safety software

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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