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Automating Global Regulatory Intelligence

Abstract

This whitepaper presents a comprehensive review of recent breakthroughs in automating
regulatory intelligence, leveraging cutting-edge technologies including natural language
processing, machine learning, and more. By exploring the benefits of this automation, such
as heightened efficiency, accuracy, and agility, organizations can gain invaluable insights
to remain compliant with evolving regulations. Additionally, this paper addresses the
associated challenges and limitations, providing pragmatic recommendations for
enterprises aiming to implement automated systems. Ultimately, this whitepaper
emphasizes the transformative potential of automating regulatory intelligence, enabling
organizations to proactively navigate regulatory changes, ensure compliance, reduce costs,
and optimize operational processes.

Introduction

In today's rapidly evolving regulatory landscape, businesses operating in highly regulated
industries face significant challenges in keeping up with the ever-changing compliance
requirements. Manual processes for monitoring, analysing, and responding to regulatory
changes are often time-consuming, resource-intensive, and prone to human error. As a
result, organizations are increasingly turning to automation as a transformative solution for
regulatory intelligence.

The recent results of a third-party survey reveal a significant untapped potential in
organizations' utilization of Al technology. Surprisingly, less than 30% of organizations have
successfully harnessed the transformative power of Al, with a mere 17% leveraging it to
automate their day-to-day regulatory intelligence (RI) tasks. As a consequence, businesses
continue to grapple with the arduous task of sifting through voluminous documents, many
of which rapidly become outdated, consuming valuable time and resources.
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Challenges in GRI
The global regulatory intelligence industry faces several challenges, including:

1. Constantly evolving regulatory landscape

The dynamic nature of regulatory requirements, guidelines, and policies poses
challenges for organizations to stay updated and adapt swiftly. The regulatory
landscape necessitates continuous vigilance to effectively manage compliance
risks. Moreover, the introduction of new regulations and frequent updates to
existing ones contribute to the increasing complexity and fluidity of the regulatory
environment. Consequently, regulatory intelligence professionals face difficulties in
staying abreast of these changes and ensuring ongoing compliance.

2. Language barriers
The language barrier can pose significant difficulties in effectively understanding,
interpreting, and complying with regulatory obligations. It can hinder the timely
access to critical regulatory updates and increase the risk of misinterpretation or
misunderstanding of requirements. This barrier becomes particularly pronounced
in multinational organizations operating in multiple countries, where regulations
may be published in different languages across different regions.

3. Lack of standardization
Regulations vary from country to country and even within regions, making it
difficult to establish a standardized approach to regulatory intelligence. This can
lead to confusion and errors in interpreting and implementing regulations.

4. Data quality and availability
The regulatory industry relies heavily on accurate and up-to-date data. However,
data quality and availability can vary depending on the country or region, making it
challenging to obtain reliable information.

5. Information overload
There is a vast amount of regulatory information available, and it can be
overwhelming to sort through and prioritize the most relevant information.

6. Legal and ethical considerations
Regulatory intelligence professionals must navigate complex legal and ethical
considerations, such as data privacy and intellectual property rights, when
collecting and analysing regulatory information.

7. Limited resources
Organizations often encounter constraints in terms of personnel, technology, and
access to information. Particularly for smaller organizations, allocating adequate &
competent resources is a considerable challenge.

8. Barriers to adopting new technology:
The complexity and evolving nature of regulatory requirements pose challenges in
developing technology solutions that can effectively capture and interpret diverse
regulatory information. Limited awareness and understanding of the benefits and
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capabilities of new technologies among regulatory stakeholders can also impede
adoption.

Leveraging automation in the Regulatory Intelligence Industry

Technology plays a crucial role in global regulatory intelligence by providing tools and
solutions to help regulatory professionals navigate complex regulatory environments and
stay up to date with the latest regulations and guidelines. Here are some ways technology
is used in global regulatory intelligence:

v Automated data collection: Technology can be used to automate the collection of
regulatory information from various sources, including government websites,
regulatory agencies, and news outlets. This saves time and reduces the risk of
missing important updates.

v" Natural Language Processing (NLP): NLP is a technology that can be used to
analyze and extract relevant information from unstructured data sources such as
news articles, social media, and regulatory documents. This enables regulatory
intelligence professionals to automatically summarize, translate, and classify
information

v Predictive Analytics and Machine Learning regulatory intelligence professionals
can harness predictive analytics to analyze regulatory data and forecast future
trends and alterations. This empowers them to proactively anticipate regulatory
changes and devise effective compliance strategies. Additionally, the application of
machine learning algorithms allows for the analysis of extensive datasets, enabling
the identification of patterns and trends. This capability assists in pinpointing
potential risks and opportunities for regulatory compliance.

v/ Data visualization: Technology can be used to create interactive dashboards and
data visualizations that allow regulatory intelligence professionals to quickly identify
and analyze regulatory information. This helps to improve decision-making and
communication within an organization.

v Central Cloud-based solutions: Cloud-based solutions serve as centralized
platforms that enable regulatory intelligence professionals to conveniently access
and exchange information regardless of their location or time. This greatly enhances
collaboration and communication within organizations, especially for
geographically dispersed teams. Technology plays a vital role in facilitating seamless
collaboration and communication among regulatory intelligence professionals,
regulatory bodies, and other stakeholders. This entails leveraging collaboration tools
and social media platforms to effectively share valuable information and insights.

v Atrtificial Intelligence (Al): Al can be used to automate routine tasks such as data
entry and data validation, freeing up time for regulatory intelligence professionals
to focus on more complex tasks such as analyzing regulatory trends and making
strategic decisions.

Overall, technology has revolutionized the way regulatory intelligence professionals work,
providing them with powerful tools and solutions to help navigate complex regulatory
environments and stay up to date with the latest regulations and guidelines.
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Automation Vs Intelligent automation

IAutomation Intelligent Automation

Intelligent Automation make use of
IAutomation makes use of  |advanced technologies, such as Al and

Definition technology to perform tasks |machine learning, to automate complex
or processes tasks, learn from data, and make informed
decisions

Handles repetitive and rule- |Handles both repetitive and cognitive tasks

Nat f k i isi i iliti
ature ot wor based tasks ith decision-making capabilities

Limited ability to adapt or  |Adaptable and can learn from new scenarios

Flexibilit . .
y learn from new situations and data

Relies on predefined rules  [Can make decisions based on learned

Decision Making . .
and instructions patterns and data

Incorporates cognitive capabilities, such as

Lacks cognitive abilities and .
natural language processing and problem-

Cognitive Abilities human-like understanding

solving
. Reduces errors resultin Reduces errors by leveraging data analysis
Error Reduction 9 . . Y .. 9 g. 4
from manual processes and intelligent decision-making

Easily scalable to handle
Scalability large volumes of repetitive
tasks

Scalable to handle complex and dynamic
processes

Robotic Process Automation|intelligent Process Automation (IPA), Al-

E I _— .
xamples (RPA) powered chatbots, predictive analytics

Freyr’'s Application Intelligent Automation

Freyr's Regulatory Intelligence platform, IMPACT incorporates a range of innovative
features designed to provide actionable global regulatory insights sourced from diverse
external and internal channels. Leveraging our extensive experience in the BioPharma,
MedTech, and Consumer Healthcare sectors, we have elevated regulatory change
management to new heights through the integration of advanced Al capabilities.

To efficiently gather regulatory intelligence, Freyr has developed Robotic Process
Automation (RPA) Bots combined with powerful Natural Language Processing (NLP)
engines. These intelligent technologies tirelessly scan and monitor thousands of online
sources around the clock. Subsequently, IMPACT automatically curates and even
summarizes the collected intelligence into precise and easily consumable information,
enabling effective decision support. Furthermore, IMPACT offers auto-translation
capabilities in over 80+ languages, ensuring accessibility to a wide range of regulatory
professionals across the globe.

In addition to external sources, IMPACT seamlessly integrates data from various internal
repositories such as previous eCTD submission papers, agency communications, and
documents in formats like Word, Excel, and PDF. Once this data consolidation process is
complete, the platform automatically delivers relevant information to the intended teams
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or individuals. We have meticulously programmed push/pull functionality with the highest
level of granularity and applicability, ensuring that regulatory teams and executive
stakeholders receive the required information promptly and tailored to their specific
needs.

With Freyr's IMPACT platform, organizations can benefit from a sophisticated regulatory
intelligence solution that harnesses the power of Al, enabling seamless access to critical
information and empowering efficient decision-making across the regulatory landscape.

Harnessing technology

Integrating chatbots, web crawlers, and Al-driven insights helps in enhancing the
efficiency, accuracy, and effectiveness of the regulatory intelligence process. Here's how
they contribute:

v' Chatbots: Freyr's ChatGPT is a cutting-edge tool that utilizes prompt engineering
to enhance regulatory data accuracy. With its specialized system for regulatory
intelligence (RI), it facilitates the collection and utilization of relevant data for the life
science industries. ChatGPT's wide range of capabilities, including monitoring,
training, documentation, audit preparation, and risk management, make it an
invaluable tool for Rl industries. By harnessing the power of Freyr's Rl ChatGPT,
organizations can significantly enhance their compliance efforts, streamline
operations, and adapt more effectively to the ever-changing regulatory landscape.
This advanced tool opens up new possibilities for improved regulatory intelligence
and enables organizations to navigate regulatory challenges with greater ease.

v' Smart web Crawlers: Web crawlers, also known as web spiders or bots, play a
crucial role in data gathering for regulatory intelligence. They systematically browse
the internet, visiting websites and online repositories to collect regulatory
documents, such as laws, regulations, guidelines, and industry standards. Web
crawlers navigate through websites, follow links, and extract text or structured data,
capturing the required regulatory information. They enable the efficient collection
of regulatory data from diverse sources, monitor changes in regulatory content, and
ensure comprehensive coverage.

v' Al-Driven Insights: Artificial intelligence (Al) techniques, including machine
learning and data analytics, are employed to derive actionable insights from
regulatory data. Al-driven algorithms analyze large volumes of regulatory
information, identify patterns, and extract valuable insights that support decision-
making and compliance strategies. These insights can include trend analysis,
anomaly detection, risk assessments, and predictive modelling. Al-driven insights
enable organizations to proactively anticipate regulatory changes, identify
compliance gaps, and make informed decisions to ensure adherence to regulatory
requirements.

By integrating chatbots, web crawlers, and Al-driven insights in regulatory intelligence
processes, organizations can achieve several benefits. Chatbots enhance user experience
by providing quick and accurate responses to compliance inquiries. Web crawlers enable
efficient data collection from various online sources, ensuring comprehensive coverage of
regulatory information. Al-driven insights unlock valuable knowledge and actionable

insights from regulatory data, empowering organizations to stay ahead of regulatory
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changes, manage compliance risks, and optimize compliance strategies.
In the future, the adoption of intelligent automation in the regulatory industry will serve as
a transformative tool that enables organizations to proactively adjust to regulatory
changes, uphold compliance, and thrive in the dynamic landscape of the modern business
world.

Recommendations & Way forward

In summary, the automation of regulatory intelligence is an indispensable imperative for
organizations operating within heavily regulated sectors. This whitepaper has examined
the challenges, solutions, and advancements surrounding the automation process. By
harnessing technologies such as artificial intelligence, machine learning, and natural
language processing, automation drives heightened efficiency, precision, and adaptability
in monitoring and analyzing the ever-evolving regulatory landscape. It empowers
organizations to remain ahead of regulatory shifts, maintain compliance, and optimize
operational workflows.

Nonetheless, it is essential to recognize the intricate nature of regulations and the ongoing
necessity for human expertise. While automation streamlines processes, human
involvement remains pivotal for interpreting, validating, and making informed decisions
based on the insights derived from automated systems.

To successfully implement automated regulatory intelligence, organizations should
formulate a robust automation strategy that encompasses the adoption of advanced
technologies and emphasizes data quality and integration. It is essential to collaborate with
regulatory compliance consultants and prioritize employee training and development to
enhance technology literacy within the workforce. By doing so, organizations can harness
the full potential of automation. As the regulatory landscape undergoes continuous
evolution, businesses that proactively invest in automation and leverage technological
capabilities will gain a distinct competitive advantage. Automating regulatory intelligence
enables organizations to effectively navigate complex regulatory requirements, maintain
compliance, reduce costs, and achieve operational excellence.

To put it concisely the automation of regulatory intelligence is a transformative solution
that empowers organizations to proactively adapt to regulatory changes, maintain
compliance, and thrive in today's dynamic business environment.
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