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What Will AI-PV Bring to the PV Organization?

— Redesigning the PV Organization in the Age of Al

— Will Pharmacovigilance Professionals Still Be Needed?

Al is beginning to support case intake, adverse-event extraction, MedDRA coding, narrative

drafting, literature screening, duplicate detection and even signal detection.

If AI makes PV operations more efficient, can the PV workforce simply be reduced? Will PV

professionals eventually become unnecessary?

I do not think the answer is that simple. As routine processing declines, new responsibilities

emerge within the PV organization.

e Assessing complex and exception cases that AI cannot resolve
e Judging the medical validity of Al outputs

e Evaluating the patient-safety impact of false negatives

e Signal validation and benefit-risk assessment

e Continuous monitoring of AI performance

¢ Managing changes to models, data and processes

e Accountability for decisions made with Al support

The human role may therefore shift from processing cases to evaluating Al outputs and

determining their safety significance.

There is also a development challenge. Traditionally, junior PV professionals learned by
reading cases, coding, drafting narratives, performing QC and progressing to medical review.
If AI takes over that entry path, where will the next generation learn to read and interpret

cases?

New accountability boundaries are also needed. Who defines the scope of Al use, identifies
deterioration, stops the system and carries final accountability across PV, IT, QA and

vendors?

The largest change brought by AI-PV may not be efficiency. It may be that we can no longer
preserve the existing PV organization, workforce allocation, development pathway and

definition of PV expertise unchanged.

This five-part series examines work redistribution, expert development, accountability and a

future PV organization model. Next: “Work that declines—and work that emerges.”

© 2026 HiroPharmaConsulting” Co., Ltd. | 5
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Work That Declines—and Work That Emerges

Redesigning the PV Organization in the Age of AI

— Will Pharmacovigilance Professionals Still Be Needed?

When Al is introduced into PV, management is likely to ask first: How many hours can be
saved? How many FTEs can be replaced? How much outsourcing cost can be reduced?

Productivity matters.

But if AI-PV is evaluated only through FTE reduction, the organization may also lose

capabilities it still needs.

e Work likely to decline: data entry, transcription, routine extraction, standard narratives,
uniform QC, routine literature screening and simple aggregation

e Work likely to grow: complex and exception cases, medical consistency, signal
assessment, benefit-risk, safety communication, Al performance, data quality and drift

monitoring
Even if Al processes 80% of routine cases, the remaining 20% may contain a greater

concentration of complex, judgment-intensive work. New activities for managing, monitoring

and explaining Al will also appear.

The workforce question should therefore not be only “How many people can we reduce?” It

should be “Where should we redeploy the time and capabilities released by AI?”

Capacity released from case processing can be redirected to signal management, aggregate
assessment, RMP, benefit-risk, safety communication, AI-PV oversight and expert

development.

AI-PV should be treated as an opportunity to move human capability from a processing-

centered organization to one centered on evaluating and making safety decisions.

#Pharmacovigilance #AIPV #PVOperations #SafetyScience #WorkforceTransformation
#DrugSafety #PatientSafety #PVLeadership #HiroPharmaConsulting
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How Do We Develop PV Experts Who No Longer Learn Through Case Processing?

Redesigning the PV Organization in the Age of AI

— Will Pharmacovigilance Professionals Still Be Needed?

Al can extract events, suggest MedDRA terms, draft narratives and support seriousness or

reportability decisions. This can transform efficiency.
But where will junior PV professionals learn to read cases?

PV experts traditionally progressed through intake, coding, narratives, QC, medical review,
aggregate assessment, signal management, RMP and benefit-risk. By reading many cases,
making mistakes and receiving expert correction, they developed the ability to sense when
something was not quite right. Where Al performs that entry-level work, the following may

become more common:

e Reviewers unable to recognize Al errors

e Staff who read only AI summaries, not source information
e Staff unable to connect MedDRA terms with clinical reality
e Confusion of confidence scores with medical certainty

e Signal assessors who can read dashboards but cannot return to individual cases

If AI replaces entry-level work, it may remove not only workload but also learning

opportunities. OJT can no longer be left to happen naturally.

Organizations may need deliberate learning: assess cases before viewing Al output, review
Al-human disagreement, use false positives and false negatives as training cases, follow

source information through the completed ICSR and trace signals back to cases.

Rotation across case processing, medical review, signal management, aggregate reporting,
RMP, PV Quality and AI-PV oversight also becomes important—not to produce generalists,

but specialists who understand how their work connects to the safety process around it.

A major AI-PV risk may not only be declining model performance. It may be that, in the

future, too few PV professionals remain capable of evaluating Al correctly.

#Pharmacovigilance #AIPV #PVTraining #TalentDevelopment #JobRotation #DrugSafety
#PatientSafety #SafetyScience #PVLeadership #HiroPharmaConsulting
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How Should We Redesign the Boundaries Between PV, IT, QA and Vendors?

Redesigning the PV Organization in the Age of AI

— Will Pharmacovigilance Professionals Still Be Needed?

Traditional PV systems often had relatively clear boundaries: PV operated the process, IT
managed the system, QA provided independent assurance and vendors supplied products

and technical services.

With AI-PV, those boundaries may no longer be sufficient. Scope of use, automated-case
eligibility, confidence thresholds, human escalation, acceptable false-negative levels,
restrictions or shutdown and post-update continuation are technical questions and patient-

safety decisions at the same time.

e PV: intended use, patient-safety risk, medically meaningful criteria, escalation and
use/limit/stop decisions

e IT/Data: platform, integration, security, data pipelines and technical change

e QA/CSV: independent assurance, compliance, audit/inspection, deviations and CAPA

e Vendor: product performance, technical information, updates, incidents and change

notification

IT and vendors can explain precision, recall, F1 and drift. PV must determine what those
metrics mean as missed serious cases, delayed regulatory reporting or delayed signal

identification.

At the same time, PV alone cannot evaluate models, data quality, change control and
cybersecurity. A cross-functional AI-PV Integration Office is therefore needed to connect PV,

Safety Science, IT/Data, QA/CSV, Legal, Procurement and vendors.

This does not necessarily mean a new department. It can be a small center of excellence,
steering team or assigned cross-functional capability. What matters is clear ownership for
translating PV needs into technical requirements and technical metrics into patient-safety

meaning.

Technical management may be delegated to IT or a vendor. The decision to use Al in PV—

and accountability for its use—cannot be delegated away.

#Pharmacovigilance #AIPV #AlGovernance #PVQuality #DataGovernance #DrugSafety
#PatientSafety #PVLeadership #HiroPharmaConsulting
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A Future PV Organization and Workforce Model

Redesigning the PV Organization in the Age of AI

— Will Pharmacovigilance Professionals Still Be Needed?

We have considered redistribution of routine and expert work, the loss of natural OJT
through case processing, deliberate expert development and new accountability boundaries

across PV, IT, QA and vendors.

What might the PV organization look like in the age of AI? I believe at least four core

functions—and one integrating capability—must be made explicit.

e PV Operations: Al-assisted case processing, reporting, exceptions and service-provider
oversight

e Safety Science: medical review, signals, aggregate assessment, RMP, benefit-risk and
safety communication

e AI-PV & Data Oversight: use cases, performance, data quality, drift, model change and
human escalation

e PV Quality & Capability: independent assurance, SOPs, audit/inspection, competency,
learning and rotation

e AI-PV Integration Office: connects PV, Safety Science, IT/Data, QA and vendors,

translating requirements, metrics and patient-safety meaning
Large organizations may create specialist teams. Smaller companies do not need to add
separate departments; roles may be combined. What matters is clarity about who owns
operations, medical judgment, independent assurance, restriction or shutdown and

development of the next generation.

A staged rotation can combine foundational experience in cases and source information,
specialist experience in medical review, signals, aggregate reporting, RMP and Quality, and
integrative experience in AI-PV oversight, data governance, vendor management and

inspection readiness.

PV professionals will not become unnecessary. Roles whose expertise consists only of routine

processing, however, are likely to shrink.

The future does not need people who process faster than Al. It needs PV professionals who

can identify what Al has missed and determine what the result means for patient safety.

Redesigning the PV organization is not a plan to replace people with Al It is a plan to put

uniquely human PV expertise back at the center of the organization.

© 2026 HiroPharmaConsulting” Co., Ltd. | 15
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Future PV Organization Model

The Future PV Organization in the Age of Al

From processing work to making safety decisions
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A NEW CROSS-FUNCTIONAL INTEGRATION CAPABILITY

Al-PV Integration Office

PV needs 2 Al technology | Metrics 2 Patient-safety meaning
Connecting PV « Safety Science « IT/Data « QA « Vendors

Do not simply replace people with Al.
Put uniquely human PV expertise at the center.
HiroPharmaConsulting Co., Ltd. | Hirotsugu Atsumaru Concept Model
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Future PV Organization Model
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