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Introduction

Integrated Pharmacovigilance (PV) and Medical Information (MiI)
processes - following the Single Source of Truth (SSOT) framework — are
indispensable for (Bio)pharmaceutical companies in ensuring patient
safety, regulatory compliance, and operational efficiency. These processes
enable proactive identification and management of Adverse Events (AEs)
and Product Quality Complaints (PQCs), fostering trust and prioritising
patient well-being.

Regulatory agencies impose strict requirements on (Bio)pharmaceutical
organisations to monitor the safety profile of marketed drugs and assess
their risk-benefit balance continuously. Compliance with these regulations
necessitates robust PV/MI systems capable of capturing, analysing data,
and reporting AEs and PQCs in a timely manner.

Integrated PV/MI systems facilitate seamless data aggregation and
analysis, enabling companies to identify trends timely and respond
promptly to inquiries from healthcare professionals and patients
regarding product safety and efficacy, thereby enhancing transparency
and accountability.

By automating routine tasks and providing real-time insights, organisations
can increase operational efficiency and enhance responsiveness to safety
queries. Ultimately, embracing technological innovations in PV/MI
management is essential for maintaining competitiveness and fulfilling the
mission of delivering safe and effective therapies to patients worldwide.
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Enhanced Efficiency and Integration

The omnichannel inbox management system significantly enhances efficiency and
accuracy in triaging and handling all the types of queries, ensuring consistency,
integrity, and compliance throughout the case ‘journey’. Operational teams manage
intake and triage of different types of queries via various channels such as email, calls,
CRM, and webforms, while overseeing and securing adherence to regulatory standards.
Key benefits include:

)

Increased Security & Improved
Efficiency Data Integrity Data Management

 Increased Efficiency: The omnichannel inbox management system enhances the
efficiency and accuracy of triaging and handling all types of queries, ensuring
consistency, integrity, and compliance throughout the case journey. Operational
teams manage intake and triage via various channels while adhering to regulatory
standards.

» Security & Data Integrity: From integrated call centre operations and email receipt
to the centralised content management system, task manager, and safety database
integration, everything is housed securely in the same environment. This reduces
fragmentation and prevents information dispersion across disparate systems.

« Improved Data Management: PV/MI tasks - such as auto-assignment of AE/MI/PQC
unique number and link subcases, tracking and documentation of follow-up attempts,
data entry quality check and translation review, structured forms for AE/PQC intake and
reporting, and medical inquiries fulfilment — are all managed within the same platform.
This consolidation enhances business continuity, reduces short- and long-term costs, and
boosts productivity and compliance by providing a SSOT for all stakeholders involved in
medical information, AE, and PQC handling.




Quality and Performance Improvements

The centralised system has demonstrated significant qualitative and quantitative
improvements in managing PV and MI. The increased oversight of performance
and actions taken resulted in less corrective actions and non-conformities in
tracking and triaging data, responding to inquiries, and reporting safety data
worldwide:

Enhanced Efficient Metrics
Non-Conformities Quality KPIs & Analytics

e Reduced Non-Conformities: Automation and validation rules do not allow
inconsistencies in data entry, reporting and fulfilment, having diminished the
non-conformities (CAPAs) by 80% since the implementation of the system.

« Enhanced Quality KPIs: The auto- or manually assigned tasks and the
validation rules significantly contributed to the remarkable improvement of all
quality KPIs. Quality checks revealed the need for 1% of cases' re-opening
compared to previous 14%. We noticed a reduction to almost zero in terms of
missing reports, tasks, and lost timelines. This is likely to be attributed to the
clear workflow tasks with alerts and notifications.

« Efficient Metrics and Analytics: Metrics and analytics are now easier to access,
and less time is spent on report generation due to streamlined processes and
more user-friendly tools. The system’s configurable nature allows for
customisation to facilitate medical communication and interactive
management of responses from global to local levels, avoiding duplication of
efforts and risks associated with data transfer.




Productivity and Strategic Focus

An additional productivity increase could be attributed to the system’s configurable
and integrable nature. Based on the specific needs of ourselves and our clients, it could
be tailored to facilitate medical commmunication and interactive management of
responses from global to local levels. This avoids duplication of efforts and risks
associated with data transfer, and it's achieved through integration with other systems
such as safety databases, CRMs, and quality systems.
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Reduced Team
Administrative Tasks Motivation

« Al-Agent Assist: The introduction of an Al-agent assist has enhanced productivity
by suggesting real-time responses through approved content.

e Reduced Administrative Tasks: Increased productivity allows for more focus on
strategic business, given that fewer resources are required for administrative tasks.
Working on different systems and processes was discouraging in the past due to
the extended manual efforts and complexity. Duplication of efforts and manual
development of compliance reports and metrics was unavoidable without the
support of advanced technology.

« Team Motivation: An unexpected benefit of implementing an end-to-end solution
was team motivation. Retraining used to be done 3.5 times more frequently to get
consistency in entries, responses, and achieve timelines. The demotivating
retrainings, are now a thing of the past.

The past practical difficulties in regard to manual efforts and unnecessary complexity,
prevented resources from focusing on what really matters: the continuous learning of
operational teams for daily growth and development to offer a highly scientific service;
and the increasing awareness of (bio)pharma products and their use to ensure quality

and safety aspects.
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