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by streamlining processes and

providing a centralized hub for

regulatory documentation and submissions. It ensures safety and quality of products and
services.

The global regulatory information management market size was valued at US$ 1,680.0 million in
2022 and is anticipated to witness a compound annual growth rate (CAGR) of 11.4% from 2023 to
2030.

Market Dynamics:

Regulatory information management market is expected to witness significant growth, driven by
increasing government regulations across industries to ensure product safety and quality.
Stringent regulations have led to rise in documentation requirements for registration, approval
and compliance procedures. RIM solutions help companies navigate this complex regulatory
landscape in a cost-effective manner by facilitating collaboration and access to data. Additionally,
these solutions enable real-time monitoring of regulations and help predict future changes,
allowing companies to timely adjust their strategies. This provides strategic advantage to
companies operating in highly regulated industries such as pharmaceuticals, medical devices
and chemicals.
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Major Driver#1: Stringent government regulations for drug safety and pharmacovigilance
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Government agencies across major countries are imposing stringent regulations to ensure drug
safety through pharmacovigilance programs. Regulatory agencies like FDA in the US and EMA in
Europe have significantly increased their oversight of pharmaceutical companies' compliance
with safety reporting regulations. They conduct periodic audits of companies to check adherence
to standards for collection, monitoring and reporting of adverse events related to drugs and
medical devices. Non-compliance can lead to fines and penalties. This is driving increased
adoption of regulatory information management solutions that help automate safety reporting
workflows and integrate them with other pharmacovigilance systems and databases. Centralized
platforms offer visibility and control over compliance processes.

Major Driver #2: Need for end-to-end regulatory data and document management

Life sciences companies are facing immense pressure to streamline regulatory operations across
multiple geographies and accelerate product approvals. Regulatory documentation often spans
thousands of pages and needs to be consistently managed across clinical development,
submissions preparation and post-marketing surveillance phases. Traditional decentralized and
manual approaches are inefficient and error-prone. Regulatory information management
solutions provide a unified platform to centrally store, track, retrieve and report regulatory
content and data. Attributes can be standardized. Processes get automated. This facilitates
seamless information sharing internally as well as with health authorities globally. It supports
speedier product launches and ongoing compliance.

Top Key Players:

Acuta, Llc, Parexel, Computer Sciences Corp (CSC), Aris Global, Virtify, Ennov, Amplexor, Samarind
Ltd., Dovel Technologies, Inc., and Informa.

Detailed Segmentation:

Global Regulatory Information Management Market, By Product Type
Hardware
Software

Global Regulatory Information Management Market, By End-Use Industry
Pharmaceutical Industry

Biotechnology Industry

Clinical Research organizations
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Major Restrain: High upfront implementation and customization costs
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Implementation of an enterprise-grade regulatory information management system requires
substantial upfront investment. Purchasing specialized software, integrating it with existing IT
infrastructure, setting up necessary hardware infrastructure and customizing the platform as per
specific company needs entails high initial costs. Smaller companies may find the expenditure
prohibitive. Even for large players, justifying the budget requires a detailed long-term value
proposition. This initial cost barrier has so far restricted faster adoption of regulatory
information management solutions industry-wide. Vendors will need to offer flexible pricing and
implementation models to overcome this restrain.

Major Opportunity: Leveraging Al and analytics for smarter regulatory oversight

Regulatory data volumes are growing exponentially with digitization. Artificial intelligence and
analytics can help unlock insights from these vast amounts of unstructured information. For
instance, Al-based tools can analyze adverse event reports, clinical study data and social media
conversations to detect previously unknown safety signals. Regulatory information management
systems integrating Al/ML can automatically extract key details from documents. Pattern
recognition algorithms can also pinpoint anomalies and non-compliance red flags during audits.
This will help regulatory and pharmacovigilance teams make more informed evidence-based
decisions. Solution providers have an opportunity to embed advanced analytics capabilities in
their platforms.

Major Trend: Switch to SaaS and cloud-based deployment models

Traditionally regulatory information management systems were hosted locally on-premise.
However, industry is rapidly shifting towards cloud-based software-as-a-service models. Cloud
deployment provides scalability, accessibility from anywhere and seamless updates/upgrades
without disruptions. It eliminates upfront infrastructure costs and allows pay-per-use pricing.
Life sciences companies, especially smaller to mid-sized ones, now prefer the operational
flexibility and low total cost of ownership offered by SaaS solutions. Vendors are enhancing their
offerings with cloud-native features, security, redundancy and customized tenant configurations.
This emerging trend will accelerate the broader adoption of regulatory information management
platforms across the life sciences ecosystem
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Key Questions Addressed in the Market Report:

What is the expected size, share, and CAGR of the Regulatory Information Management Market
over the forecast period?

What are the key trends expected to influence the Regulatory Information Management Market
between 2023 and 2030?

What is the expected demand for various types of products/services in the Regulatory
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Information Management Market?

What long-term impact will strategic advancements have on the Regulatory Information
Management Market?

Who are the key players and stakeholders in the Regulatory Information Management Market?
What are the different segments and sub-segments considered in the Regulatory Information
Management Market research study?

About Coherent Market Insights

Coherent Market Insights is a global market intelligence and consulting organization that
provides syndicated research reports, customized research reports, and consulting services. We
are known for our actionable insights and authentic reports in various domains including
aerospace and defense, agriculture, food and beverages, automotive, chemicals and materials,
and virtually all domains and an exhaustive list of sub-domains under the sun. We create value
for clients through our highly reliable and accurate reports. We are also committed in playing a
leading role in offering insights in various sectors post-COVID-19 and continue to deliver
measurable, sustainable results for our clients.
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